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March 25, 2021

Boehringer Ingelheim
Animal Health USA Inc.

Attn: Robert Miller www.boehringer-ingelheim.us
VIA CDX PORTAL

Document Processing Desk — 6(a)(2)

Office of Pesticide Programs Leann McAlister

3239 Satellite Blvd.

US Environmental Protection Agency Duluth GA 30096

One Potomac Yard
2777 S. Crystal Drive
Arlington, VA 22202-3553

SUBJECT: Resubmission of all 2018 and 2019 FIFRA Section 6(a)(2)
Aggregate Incident Reports for Frontline Spot-On Products

Per your request during our meeting on March 24, 2021, we are resubmitting
all of the EPA Quarterly Aggregate Reports for 2018 and 2019 in support of
EPA’s preparation for a congressional inquiry into all spot-on pet products
resulting from the recent Seresto collar articles.

Please note that all of these reports have been previously submitted via hard
copy to include both Merial, Inc. and Boehringer Ingelheim Animal Health
USA Inc.

If you have any questions regarding this report, please contact me at 678-638-
3701 or via email at leann.mcalister@bochringer-ingelheim.com.

Sincerely,
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> G, I Wity
Leann McAlister
Regulatory Affairs

Enclosure
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November 18,2019

Boehringer Ingelheim
Animal Health USA Inc.

Document Processing Desk — 6(a)(2)
Office of Pesticide Programs

US Environmental Protection Agency
One Potomac Yard

2777 S. Crystal Drive Leann McAlister

- 3239 Sateliite Blvd.
Arlington, VA 22202-3553 Duluth. GA 30096

www .boehringer-ingelheim.us

SUBJECT: FIFRA Section 6(a)(2) Aggregate Incident Reports for 3Q19
(01Jul19 through 30Sep19)
Human and Domestic Animals in the US and Extraterritorial
Associated with the Following Boehringer Ingelheim
Registrations:

e FRONTLINE® Spray Treatment, EPA Reg. No. 65331-1

e TFIPAIRA® for Cats (formerly FRONTLINE® Top Spot
for Cats), EPA Reg. No. 65331-2

e FIPAIRA® for Dogs (formerly FRONTLINE® Top Spot
for Dogs), EPA Reg. No. 65331-3

e FRONTLINE® Plus for Cats, EPA Reg. No. 65331-4

e FRONTLINE® Plus for Dogs, EPA Reg. No. 65331-5

Please find enclosed the FIFRA 6(a)(2) Aggregate Incident Report for
3Q19, submitted in duplicate per the EPA’s request on 30Nov12. Aggregate
reports for humans (HD/HE: Minor/Unknown) and domestic animals are
submitted quarterly. This report is also being provided as a .pdf file on CD-
ROM per EPA’s communication on 03Sept14. Since these products are
produced and sold worldwide, Boehringer Ingelheim is providing worldwide
reporting of adverse events for the aforementioned products.

If you have any questions regarding this report, please contact me at 678-
638-3701 or via email at leann.mcalister@boehringer-ingelheim.com.

Sincerely,

.......

N

,/,\gﬁw LR )r;,f&:f’ g{g{i«mﬁ
Leann McAlister
Regulatory Affairs

Enclosures
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

EPA Quarterly Aggregate Report

Number of Incidents and Adverse Effects Reported by Exposure Type and Severity Category (USA)

Reporting Period: 01-Jul-2019 to 30-Sep-2019
Product Family: Frontline Products (include non-specific)

Generic Name / USA Registration Total H-D
Number Incidents Human - Minor

Effects

FIPRONIL 10%/S METHOPRENE 12% 622 3
SPOT ON/65331-4

FIPRONIL 10%/S METHOPRENE 9% 1,204 10
SPOT ON/65331-5

FIPRONIL SPOT ON DOG/ 65331-3 1 0
FIPRONIL SPRAY / 65331-1 15 0
Totals 1,842 13

H-E
Human -
Unknown,
Unspecified or
Delaved Effects

16

17

34

D-A
Domestic Animal -
Death

18

31

50

D-B
Domestic Animal -
Maijor Effects

D-C, D-D. D-E
Domestic Animal -
Moderate, Minor,
Unknown or
Unspecified

578

1,132

13
1,724

USA ofi-Label species totals are included

Report printed on 25-0Oct-2019 at 8:30:45PM
Report : D\Assured\crystal_reports\EPAreport.p1.4.rpt

In accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

ED_005739D_00014390-00004

Page 1 of4

v1.3



Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Use in Off-Label Species (USA)
Reporting Period: 01-Jul-2019 to 30-Sep-2019
Product Family: Frontline Products (include non-specific)

Generic Name / Registration Number Total D-A B = D-C.D-D,D-E
Species Incidents Domestic Animal - Domestic Animal - Domestic Animal -
Death Major Effects Moderate, Minor,
Unknown or
Unspecified
FIPRONIL 10%/S METHOPRENE 12% SPOT ON / 2 1 0 1
65331-4
Ferret 1 1 0 0
Rabbit 1 0 0 1
FIPRONIL 10%/S METHOPRENE 9% SPOT ON/ 10 0 0 10
65331-5
Feline 10 0 0 10
Totals 12 1 0 11
Report printed on 25-0Oct-2019 at 8:30:45PM Page 2 of 4
Report : D\Assured\crystal_reports\EPAreport.p1.4.rpt v1.3

In accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Number of Incidents and Adverse Effects Reported by Exposure Type and Severity Category (Extraterritorial)
Reporting Period: 01-Jul-2019 to 30-Sep-2019
Product Family: Frontline Products (include non-specific)

Generic Name / USA Registration Total H-D H-E B D-B D-C,D-D, D-E
Number Incidents Human - Minor Human - Domestic Animal - Domestic Animal - Domestic Animal -
Effects Unknown, Death Major Effects Moderate, Minor,
Unspecified or Unknown or
Delayed Effects Unspecified
FIPRONIL 10%/S METHOPRENE 12% 263 1 1 5 2 254
SPOT ON/65331-4
FIPRONIL 10%/S METHOPRENE 9% 315 2 0 4 6 303
SPOT ON/65331-5
FIPRONIL SPOT ON CAT /65331-2 194 0 0 3 4 187
FIPRONIL SPOT ON DOG / 65331-3 242 0 0 3 4 235
FIPRONIL SPRAY / 65331-1 129 6 0 0 5 118
Frontline (Non-specific) / Frontline 1 0 0 0 0 1
{Non-specific)
Totals 1,144 9 1 15 21 1,098

Extraterritorial off-Label species totals are included

Report printed on 25-0Oct-2019 at 8:30:45PM Page 3 of 4
Report : D\Assured\crystal_reports\EPAreport.p1.4.rpt v1.3

In accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Use in Off-Label Species (Extraterritorial)
Reporting Period: 01-Jul-2019 to 30-Sep-2019
Product Family: Frontline Products (include non-specific)

Country Total D-A B = D-C.D-D,D-E
Generic Name / USA Redgistration Number Incidents Domestic Animal - Domestic Animal - Domestic Animal -
Species Death Major Effects Moderate, Minor,
Unknown or
Unspecified
FIPRONIL 10%/S METHOPRENE 12% SPOT 2 0 0 2
ON /653314
Canine 2 0 0 2
FIPRONIL 10%/S METHOPRENE 9% SPOT ON 1 0 0 1
/ 65331-5
Feline 1 0 0 1
FIPRONIL SPOT ON DOG / 65331-3 3 0 1 2
Feline 2 0 0 2
Rabbit 1 0 1 0
FIPRONIL SPRAY / 65331-1 1 0 0 1
Avian 1 0 0 1
Totals 7 0 1 6
Report printed on 25-0Oct-2019 at 8:30:37PM Page 4 of 4
Report : D\Assured\crystal_reports\EPAreport.p1.4.rpt v1.3

In accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

EPA Report

Worldwide Adverse Event Reports Involving - Animal Cases

Reporting Period: 01-Jul-2019 to 30-Sep-2019

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State w 8 - Date Reaction
and Country of 2 g 2 Started
Occurrence * H *®
23-dul-2019  JUAE; Species: Canine 1 1 0 |Product used: 20-Jun-2019 20-Jun-2019 0 Day(s) D-D On 22 July the reported by pet owner Mia, 2 years old, 2 to 3 kg,
19AR000021; Breed: Poodie FIPRONIL canine, Poodle miniature, good reproductive status received
Provincia de (Miniature) 10%/S FRONTLINE PLUS 0-10 KG, batch unknown, expiry unknown
Buenos Aires; Sex: F METHOPRENE topical route, in shoulder blades ,dose 0,67 mi, administered by
lArgentina Sex qualifier: - 9% SPOT ON owner on 20 June 2019, 30 day after product administration the
Age: 2.00 Year(s) Other products animal continues having fleas. She does not make environmental
Weight: 2 - 3 kg used: no other treatment.
products
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes
07-Aug-2019 UAE; Species: Canine 1 1 0 [Product used: 06-Aug-2019 07-Aug-2019 1 Day(s}) D-C As reported by the attending veterinarian, a dog (signalment
19AU000832; Breed: Canine FIPRONIL otherwise unknown) was administered an unknown dose of
IC; Australia (unknown) 10%/S FRONTLINE PLUS FOR DOGS (product unsubstantiated, batch
Sex: U METHOPRENE and expiry unknown) by the groomer on 6 AUG 2019 for flea and
Sex qualifier: 9% SPOT ON tick control. The next day the dog presented to the clinic with
Unknown Other products drooling and trembling. it is unknown if the dog has been treated
Age: - used: no other and the condition was ongoing at the time of reporting. This is the
Weight: Unknown products extent of the information available.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
23-Aug-2019 (UAE; Species: Feline 2 2 0 [Product used: 23-May-2019* | 23-Aug-2019* 31 Day(s) D-D As reported by the owner, two cats (signalment otherwise
19AU000892; Breed: Feline FIPRONIL unknown} were treated topically with FRONTLINE PLUS FOR
-, Australia (unknown) 10%/S CATS (100 g/L Fipronil, 120 g/L (8)-Methoprene, Batch and expiry
Sex: U METHOPRENE unknown) each month by the owner (estimated starting date as 23
Sex qualifier: 12% SPOT ON MAY 2019 for reporting purposes). The owner reports that she is
Unknown Other products still seeing fleas (estimated last dose given 23 JUL 2019). Atthe
Age: - used: no other time of reporting the animal had not been treated and the condition
Weight: Unknown products was ongoing. This is the extent of the information available.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Page 1 of 867
v1.2
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
to Company
23-Aug-2019 (UAE; Species: Feline 3 3 0 [Product used: 01-dan-2016* | 23-Aug-2019* 22 Day(s) D-D As reported by the owner, 3 cats;, 2 Males and 1 Female,
19AU000896; Breed: Domestic FIPRONIL Domestic Short Hairs (signalment otherwise unknown}) were
QLD; Australia Shorthair 10%/8 treated with FRONTLINE PLUS FOR CATS (100 g/L Fipronil, 120
(Crossbreed) METHOPRENE g/L (S)-methoprene. Batch and expiry unknown) applied topically
Sex: X 12% SPOT ON each month by the owner (estimated starting date as 1 JAN 2016
Sex qualifier: Other products for reporting purposes). The owner reports that she is still seeing
Unknown used: no other fleas (last dose administered approx 1 AUG 2019). At the time of
iAge: 9.00 Year(s) products reporting the animals had not been treated and the condition was
Weight: Unknown Route: Topical / ongoing. This is the extent of the information available.
Cutaneous
Was the
product used
ok?: Yes
27-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 24-Aug-2019 24-Aug-2019 0 Day(s) D-C As reported by the owner, Pepper an approximately € year old,
19AU000902; {Breed: Ragdoll FIPRONIL approximately 5kg, Female Desexed Ragdoll was topically
IC; Australia Sex: F SPRAY administered an unknown quantity of FRONTLINE SPRAY (batch
Sex qualifier: Other products and expiry unknown) by the vet for parasite control on 24 AUG
Neutered used: Milbemax 2019. The cat also received a Milbemax (milbemycin oxime,
Age: 6.00 Year(s) (milbemycin praziquantel) worming tablet and F3 Vaccination (brand not
Weight: 5 kg* oxime, disclosed) at the same time. The cat was noted to groom the
praziquantel) Frontline spray off her coat after application. Approx. 6 hours after
worming tablet; administration, the patient experienced vomiting, yowling, lip
3 vaccination smacking, diarrhoea. On 25 AUG 2019 drooling was also noted,
(brand not veterinary treatment was sought. The patient was administered a
provided); Cerenia (maropitant) injection and Losec (omeprazole) 10mg
tablets and was discharged later that day.On 26 AUG 2018 the cat
Route: Topical / presented to an emergency clinic still drooling, and an ulcer on the
Cutaneous tongue was discovered. She was treated with buprenorphine, and
'Was the maropitant. 27 AUG 2019 the cat represented to the GP clinic with
product used ongoing diarrhoea and is now off food . Treatment was offered but
ok ?: Unknown declined. At the time of reporting, the condition is ongoing. This is
to Company the entent of the information available.
06-Sep-2019 JUAE; Species: Canine 1 1 1 [Product used: 09-May-2019 20-May-2019 11 Day(s) D-A As reported by the regulatory authority, a male Maltese cross
19AUC00937, {Breed: Maltese FIPRONIL Poodle born on 14 FEB 2019 was administered a Companion C3
ACT,; Australia Sex: M 10%/S vaccine on 26 APR 2019. On 9 MAY 2019 the puppy was
Sex qualifier: METHOPRENE administered an allwormer (Drontal) and had flea control applied
Unknown 9% SPOT ON (FRONTLINE PLUS). 14 MAY 2018 - The puppy had a microchip
Age: 3.00 Other products implanted. 18 MAY 2019 — The puppy came into the possession of
Month(s) used: Drontal a new owner. 20 MAY 2019 — The puppy was vomiting. 21 MAY

Weight: Unknown

Allwormer for
small dogs and
puppies;
Companion C3;

Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company

2019 — The puppy was anorexic, weak and vomiting approximately
once every 30 minutes. 22 MAY 2019 — In the afternoon the puppy
was presented to a vet clinic. Clinical examination revealed a
weight of 1.06 kg, extremely weak, recumbent, unable fo right self,
head held backward, pale mucous membranes, temperature 37.3
C, and a congenital abnormality of the prepuce. A CPV faecal
antigen test was negative. The puppy was assessed as being
severely dehydrated, in shock and ill-thrift. The puppy was
hospitalised, warmed and placed on IV fluids. A blood test revealed
hypoglycaemia and the puppy was treated with multiple SC
injections of glucose. Urinalysis revealed: USG: 1.025,
Urobilinogen: normal, Protein: +++++, pH: 6, Blood: -ve, Ketone:
160, Bilirubin: -ve, Glucose: -ve. Blood tests and blood gases
revealed: PCV/TP: 33/30, low blood pH and pCO2, high p0O2, and
decreased potassium, sodium, chloride, bicarbonate and
haematocrit. In the evening the puppy ate a small amount of food

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy

Page 2 of 867
v1.2

legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
and was able to stand. An injection of antibiotic (amoxicillin clav}
was administered and IV fluids continued. 23 MAY 2018 ~ The
puppy was still in hospital. A blood smear revealed mild
anisocytosis, adequate platelets and approximately 10% of the
neutrophils were band neutrophils. Clinical examination revealed
very pale mucous membranes, a heart rate of 200+ bpm, and a
temperature of 38.2 C, but the puppy was brighter, eating well and
urinating. Blood tests revealed: Blood gas pH 7.175 (7.3 -7 .4), K+
3.8, Na+ 134, CI 109, glucose 2.7, SBE -17.8, Het 31.5%, PCV/TP
35/31. Blood glucose
13-8ep-2019 JAE; Species: Canine 1 1 0 |Product used: 01-Sep-2018* | 07-Sep-2019* 6 Day(s) D-D As reported by the owner, Charly a 1 year old, 37kg, Male neutered
19AU000870; {Breed: Doberman FIPRONIL Doberman received one dose unit (2.68ml pipette) of FRONTLINE
IC; Australia Sex: M 10%/S PLUS FOR DOGS L 20-40kg (100g/L fipronil / 90g/L
Sex qualifier: METHOPRENE (S)-methoprene, BA: T60406AX EXP: 01/2022) applied topically by
Neutered 9% SPOT ON the owner for flea and tick control on approx 1 SEP 2019. Approx 7
iAge: 1.00 Year(s) Other products days after product application a small scab at the application site
Weight: 37 kg used: no other was noted. The owner further noted a rash and the skin seemed
products red and blotchy near the site of application. The owner applied
Route: Topical / cortisone cream, no veterinary treatment has been sought and the
Cutaneous current condition of the dog is unknown. This is the extent of the
Was the information available.
product used
ok?: Yes
09-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 09-Jul-2016* 09-Jul-2016* N/A D-D Via via a call center acat and dog owner has a flea infestation
19BEOC008S; {Breed: - FIPRONIL since years despite the use of flea collars, FRONTLINE COmbo
-; Belgium Sex: U 10%/S and other products. No other information was provided.
Sex qualifier: METHOPRENE
Unknown 9% SPOT ON
Age: - Other products
Weight: Unknown used: no other
products
Route: unknown
Was the
product used
ok?: Unknown
to Company
09-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 09-Jul-2016* 08-Jul-2016* N/A D-D Via via a call center a cat and dog owner has a flea infestation
19BE0OQ0089; {Breed: - FIPRONIL since years despite the use of flea collars, FRONTLINE Combo
-, Belgium Sex: U 10%/S and other products. No other information was provided.
Sex qualifier: METHOPRENE
Unknown 12% SPOT ON
Age: - Other products
Weight: Unknown used: no other
products
Route: unknown
Was the
product used
ok?: Unknown
to Company
15-Jul-2019  JAE; Species: Canine 1 1 0 [Product used: 03-Jul-2019 15-4ul-2019 12 Day(s} D-D As reported by email by the animal owner, her dog (age, weight,
19BED00099; iBreed: - FIPRONIL SPOT breed not given) received FRONTLINE Spot on Dog medium
-; Belgium Sex: U ON DOG (batch, expiry date, route location, dose not given) administered by
Sex qualifier: Other products the owner on 03JUL19. The product was bought via a Dutch
Unknown used: no other website (Medpets). Fleas were seen15 JUL19. The owner and her
Age: - products mother also had bites from fleas. She asked for a clarification. Bl

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Page 3 of 867
v1.2
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: Unknown Route: Topical / provided her with detailed information on flea infestations in
Cutaneous general and on the methods to tackle this problem. No other
Was the information is available.
product used
ok?: Unknown
to Company
04-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: 23-May-2019 10-Aug-2019 18 Day(s} D-D As reported by the animal owner, his dog (Maltese, female, 16m,
19BEOCO111; Breed: Maltese FIPRONIL SPOT about 5 kg) was treated for the first time with FRONTLINE Spot on
-; Belgium Sex: F ON DOG on 23 April, then 23 June and the last time on 23 July 2019. No
Sex qualifier: - Other products flea treatments were ever given before that period. On about 10
Age: 16 months used: no other AUG fleas were observed (i.e. about 18 days after last treatment).
Weight: 5 kg products The dog has also pruritis and some hair loss. The dog is at least
Route: Topical / once per month bathed and has access to the garden and regularly
Cutaneous meets other dogs. Fleas are combed but are observed recurrently.
Was the
product used
ok?: Unknown
to Company
05-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 05-Sep-2019 06-Sep-2019 1 Day(s) D-D Via the Dutch Bl subsidiary a complaint was received: on 6 SEP
19BE0C0128; Breed: FIPRONIL SPOT 19, i.e. one day after administration of FRONTLINE Spot On S (dd
-; Belgium Pomeranian ON DOG 5 SEP19) fleas were seen on a Pomeranian of which the age and
Sex: U Other products weight are unknown (acc to the reporter). At time of administration
Sex qualifier: used: no other fleas were present (no ticks). This product has been used in the
Unknown products past. Two times a flea infestion in the household was observed
Age: - Route: Topical / despite the use of the product. No more information was given.
Weight: Unknown Cutaneous MAH comment: despite efforts to contact the owner (per email and
Was the telephone), no response was received.
product used
ok?: Unknown
to Company
01-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 24-Apr-2019 01-J4ul-2019 1 Week(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03207; Breed: Poodle FIPRONIL SPOT via e-mail, Sati, a male Poodle of 9 years old and 7 kg, was treated
SE; Brazil (Miniature) ON DOG with one vial of FRONTLINE SPOT-ON DOG S (FL) (lot and exp
Sex: M Other products date are unknown, topical, btw the shoulder blades), applied by the
Sex qualifier: used: no other reporter on 24 May 2019 and 24 Jun 2019, for tick treatment. Lack
Unknown products of efficacy is suspected because the pet remains with ticks .
Age: 9.00 Year(s) Route: Topical / Environment treated with an unknown product. FL was applied for
Weight: 7 kg Cutaneous the first time on 24 Apr 2019. No further information is expected.
Was the
product used
ok?: Yes
01-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 06-Jan-2018* 30-dun-2019 24 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003213; Breed: Lhasa FIPRONIL Nicole, a female Lhasa Apso of 7 years old and 7.4 kg, received
SP; Brazil ApSO 10%/S FRONTLINE PLUS DOG S (014/18A, exp date Apr 2020, topical,
Sex: F METHOPRENE btw the shoulder blades), administered by the reporter on 6 Jun
Sex qualifier: 9% SPOT ON 2019 for flea and tick prevention. Lack of efficacy is suspected
Unknown Other products because he found 3 live ticks attached to his pet on 30 Jun 2019
Age: 7.00 Year(s) used: no other and removed them. FL was used in the past with no issue (dose
Weight: 7.4 kg products frequency - monthly, date of first administration was not provided —
Route: Topical / 6 Jan 2018*). The environment has been treated with Butox®. No
Cutaneous further information is available.
Was the
product used
ok?: Yes

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Page 4 of 867
v1.2
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Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
02-Jul-2018  UAE; Species: Feline 2 2 0 (Product used: 01-Jan-2018* 02-Jul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03219; Breed: Feline FIPRONIL two mixed breed cats (Tiger, male, 9 years old and 3.5 kg; Furiosa,
PR; Brazil various breeds 10%/S female, 5 years old and 2.5 kg), were treated with one vial of
Sex: X METHOPRENE FRONTLINE PLUS CATS (FL)} (013/18A, Jan 2020, topical, btw
Sex qualifier: 12% SPOT ON the shoulder blades), applied by the reporter on 29 Jun 2019, for
Unknown Other products flea treatment. Lack of efficacy is suspected because the pet
Age: 9.00 Year(s) used: no other remains with fleas. Environment treated with deltamethrin. FL has
Weight: 3.5 kg products been applied monthly since date not specified (1 Jan 2018 -
Route: Topical / chosen at random). No further information is expected.
Cutaneous
Was the
product used
ok?: Yes
02-dul-2019  JUAE; Species: Canine 1 1 0  |Product used: 15-Jun-2019 02-4ul-2019 17 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003220; Breed: Large FIPRONIL SPOT Nina, a female large crossbred dog of 4 years old and 30 kg, was
SP; Brazil crossbred (>20 ON DOG treated with one vial of FRONTLINE SPOT-ON DOGS L (FL) (lot
Ka) Other products and exp date are unknown, fopical, btw the shoulder blades),
Sex: F used: no other applied to each one by the reporter on 15 Jun 2019, for flea
Sex qualifier: products treatment. Lack of efficacy is suspected because the animals
Unknown Route: Topical / remain with fleas. Environment not treated. FL has been applied
Age: 4.00 Year(s) Cutaneous every 3 months with no issue since date not specified (1 Jan 2018
Weight: 30 kg 'Was the - chosen at random). Similar case reported on 19BR003221. No
product used further information is expected.
ok?: Yes
02-4ul-2019  JUAE; Species: Canine 1 1 0 |Product used: 15-Jun-2019 02-4ul-2019 17 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003221; Breed: Medium FIPRONIL SPOT Mel, a female medium crossbred dog of 6 years old and around 15
SP; Brazil crossbred (10 - 20 ON DOG kg, was treated with one vial of FRONTLINE SPOT-ON DOG L
Ka) Other products (FL) (lot and exp date are unknown, topical, btw the shoulder
Sex: F used: no other blades, overdose), applied to each one by the reporter on 15 Jun
Sex qualifier: products 2019, for flea treatment. Lack of efficacy is suspected because the
Unknown Route: Topical / animals remain with fleas. Environment not treated. FL has been
Age: 6.00 Year(s) Cutaneous applied every 3 months with no issue since date not specified (1
Weight: 15 kg Was the Jan 2018 - chosen at random). Similar case reported on
product used 18BR0O03220. No further information is expected.
ok?: No
(Overdose)
02-dul-2019  JUAE; Species: Canine 1 1 0  |Product used: 28-Jun-2019 02-4ul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003224; Breed: Medium FIPRONIL SPOT Boris, a male medium crossbred dog of 14 years old and 15 kg,
PR; Brazil crossbred (10 - 20 ON DOG was treted with one vial of FRONTLINE SPOT-ON DOGS M (FL)
Ka) Other products (015/18B, Apr 2020, topical, btw the shoulder blades), applied by
Sex: M used: no other the reporter on 28 Jun 2019, for flea treatment. Lack of efficacy is
Sex qualifier: products suspected because the pet remains with fleas. Environment not
Unknown Route: Topical / treated. FL was applied in the past with no issue, but the dose
Age: 14.00 Year(s) Cutaneous frequency is unknown. No further information is expected.
Weight: 15 kg 'Was the
product used
ok?: Yes
02-4ul-2019  JUAE; Species: Canine 2 2 0 |Product used: 14-Jun-2019 02-4ul-2019 18 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003228; Breed: Canine FIPRONIL via distributor, two male dogs (Nicky, a Maltese of 3 years old and
PR; Brazil various breeds 10%/8 around 8 kg; Fred, a Yorkshire of 18 months old and around 8 kg},
Sex: M METHOPRENE were treated, for the first time, with one vial of FRONTLINE PLUS
Sex qualifier: 9% SPOT ON DOG S (lot and exp date are unknown, topical, btw the shoulder
Unknown Other products blades), applied to each one by the reporter on 14 Jun 2018, for
Age: 18.00 used: no other flea treatment. Flea infestation was seen 1 week prior to FL. Lack
of efficacy is suspected because the animals remain with fleas .

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Month(s) products Environment not treated and the dogs have no outdoor access. No
Weight: 8 kg Route: Topical / further information is expected.
Cutaneous
Was the
product used
ok?: Yes
03-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 26-Jun-2019 03-4ul-2019 1 Week(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003235; Breed: Pinscher FIPRONIL SPOT Paulinho, a male Pinscher of 12 years old and around 8.5 kg, was
SP; Brazil (Miniature) ON DOG treated with one vial of FRONTLINE SPOT-ON DOG 8 (FL)
Sex: M Other products (014/18A, unknown exp date, topical, btw the shoulder blades),
Sex qualifier: used: no other applied by the reporter on 26 Jun 2019, for flea treatment. Flea
Unknown products infestation one week prior to FL. Lack of efficacy is suspected
Age: 12.00 Year(s) Route: Topical / because the pet remains with fleas. Environment treatd with
Weight: 8.5 kg Cutaneous Butox®. FL has been applied every 3 months with no issue since
Was the date not specified (1 Jan 2018 - chosen at random). There is one
product used more dog in this household that was not treated and it has no
ok ?: Yes issue. No further information is expected.
03-dul-2019  JUAE; Species: Canine 1 1 0 |Product used: 26-Jun-2019 03-Jul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003243; Breed: Medium FIPRONIL Mossi, a male medium crossbred dog of 13 years old and 15 kg,
PR; Brazil crossbred (10 - 20 10%/S was treated with one vial of FRONTLINE PLUS DOG M (FL) (lot
Kg) METHOPRENE and exp date are unknown, topical, btw the shoulder blades),
Sex: M 9% SPOT ON applied by the reporter on 26 Jun 2019, for flea treatment. Fiea
Sex qualifier: Other products infestation 4 days prior to FL. Lack of efficacy is suspected
Unknown used: no other because the pet remains with fleas. Environment not treated. FL
Age: 13.00 Year(s) products was applied 2 months ago with no issue. No further information is
Weight: 15 kg Route: Topical / expected.
Cutaneous
Was the
product used
ok?: Yes
03-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 01-Jul-2019 03-Jul-2019 2 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003246; {Breed: Rottweiler FIPRONIL Pandora, a female Rotiweiler of 2 months old and 2 kg, was
SP; Brazil Sex: F 10%/S treated, for the first time, with one vial of FRONTLINE PLUS DOG
Sex qualifier: METHOPRENE S (FL) (iot and exp date are unknown, topical, btw the shoulder
Unknown 9% SPOT ON blades), applied by the reporter on 1 Jul 2019, for flea treatment.
Age: 2.00 Other products The pet was presenting fleas prior to FL. Lack of efficacy is
Month(s) used: no other suspected because the pet remains with fleas. Environment
Weight: 2 kg products treated with Butox®. No further information is expected.
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes
03-Jul-2019  UAE; Species: Feline 3 3 0 [Product used: 02-Jul-2019 03-Jul-2019 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003248; Breed: Feline FIPRONIL three female cats (Salen, a mixed breed of 1 year old and 3 kg;
RJ; Brazil various breeds SPRAY Cloe, a mixed breed of 2 years old and 3 kg; Xuxu, a Siamese of 5
Sex: F Other products years old and 4 kg) were treated, for the first time, with
Sex qualifier: used: no other FRONTLINE SPRAY 100 mL (FL) (lot and exp date are unknown,
Unknown products topical, whole body), applied by the reporter on 2 Jun 2019, for flea
Age: 1.00 Year(s) Route: Topical / treatment. One day later, the owner noticed that his animals
Weight: 3 - 4 kg Cutaneous remain with fleas and they are still scratching themselves due to
'Was the flea infestation. Environment not treated. No further information is
product used expected.
ok?: Yes

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
02-Jul-2018  UAE; Species: Canine 1 1 0 (Product used: 05-Jun-2019 21-Jun-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03252; Breed: German FIPRONIL SPOT Rubi, a female German Shepherd Dog of 7 years old and 25 kg,
-, Brazil Shepherd Dog ON DOG received one pipette of FRONTLINE SPOT-ON DOGS L (FL) (lot
Sex: F Other products and exp date are unknown, topical, btw the shoulder blades)
Sex qualifier: used: no other administered by the reporter on 5 Jun 2019 and 1 Jul 2018 for tick
Unknown products treatment. Lack of efficacy is suspected because since approx. 21
Age: 7.00 Year(s) Route: Topical / Jun 2019* the owner returned to visualize live ticks on the pet. FL
Weight: 25 kg Cutaneous has been applied in the past since date not informed (2016*), dose
Was the frequency once a year (last application on Oct 2018*), with no
product used issue. According to the reporter, she talked to many people who
ok ?: Unknown also complained that ‘FL is no longer as effective as before’,
to Company however no valid patient info was provided. Environment treated
with Butox®. Similar case reported on 19BR003253. No further
information is available.
02-Jul-2019  UAE; Species: Canine 1 1 1 |Product used: 05-Jun-2019 21-Jun-2019* 16 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03253; Breed: Retriever FIPRONIL SPOT Belinha, a female Labrador Retriever of 9 years old 25 kg, received
-; Brazil Labrador ON DOG one pipette of FRONTLINE SPOT-ON DOGS L (FL) (lot and exp
Sex: F Other products date are unknown, topical, btw the shoulder blades) administered
Sex qualifier: used: no other by the reporter on 5 Jun 2019 for tick treatment. Lack of efficacy is
Unknown products suspected because the owner returned to see live ticks on 21 Jun
IAge: 9.00 Year(s) Route: Topical / 2019* and the infestation persisted until 30 Jun 2019, date which
Weight: 25 kg Cutaneous the dog died. According to the owner, Belinha was ‘very old’ and
'Was the had arthritis, so progressively she stopped eating and became
product used unable to walk, then she died. FL has been applied in the past with
ok?: No no issue, once a year (last application on Oct 2018), since date not
(Treatment / informed (2016*). According to the reporter, she talked to many
vaccination people who also complained that 'FL is no longer as effective as
program not before’, however no valid patient info was provided. Environment
respected) treated with Butox®. Similar case reported on 19BR003252. No
further information is available.
03-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 02-Jul-2019 02-4ul-2019 N/A DB Suspected Adverse Event: As reported by the pet owner, Apolo, a
19BR003256; Breed: Boxer FIPRONIL male Boxer of 3 months old and 9.9 kg, was treated, for the first
ISP; Brazil Sex: M SPRAY time, with FRONTLINE SPRAY (FL) (003/18C, unknown exp date,
Sex qualifier: Other products topical, whole body - except the head), applied by the retail store
Unknown used: staff member on 2 Jul 2019, for flea treatment. Vanguard® was
Age: 3.00 \Vanguard®; administered on the same day, as the second dose of primary
Month(s) vaccination. The pet was in good health prior to FL and has no
Weight: 9.9 kg Route: Topical / history of adverse reactions. Apolo has licked himself and ingested
Cutaneous FL. Around 3 hours after product application, he started presenting
'Was the agitation and vomiting (4 episodes) and his skin and eyes became
product used red (Erythema). He was taken to the vet clinic and examination
ok?: No (Low revealed erythema and enlarged popliteal lymph node. Enterex®,
dose) sodium bicarbonate, fluid therapy, antiemetic and antitoxic were
prescribed by the vet. CBC and biochemical tests were performed.
ALT and ALP showed alterations in the liver (details not provided).
Hepvet® and Polaramine® were also prescribed. In addition, the
pet was bathed. Apolo remains under treatment and he is showing
some improvement. The vet has never seen a similar reaction
before and she has a high leve! of suspicious that FL has caused
this issue. No further information is available. UPDATE 5 JUL 2019
- The owner believes that her pet was intoxicated and had an
allergic reaction caused by FL. No further information is known.
04-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 01-Jul-2019* 04-Jul-2019 3 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03257; Breed: Canine FIPRONIL SPOT via e-mail, one dog of unknown signalment received FRONTLINE
SP; Brazil (unknown) ON DOG SPOT-ON (FL) (unsubstantiated} (lot, exp date, route and location
Sex: U Other products are unknown), applied by the reporter on date not specified (1 Jul

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex qualifier: used: no other 2019 - chosen at random), for flea treatment. Lack of efficacy is
Unknown products suspected because the pet remains with fleas. FL was applied in
Age: - Route: unknown the past with no issue (dose frequency is unknown). This is the
Weight: Unknown Was the extent of the information available.
product used
ok?: Unknown
to Company
04-Jul-2018  UAE; Species: Feline 1 1 0 [Product used: 19-Jun-2019 04-Jul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003258; Breed: Feline FIPRONIL via e-mail, one female cat of unknown signalment received
SP; Brazil various breeds 10%/S FRONTLINE PLUS CATS (FL}) (lot, exp date, route and location
Sex: F METHOPRENE are unknown), applied by the reporter on date not specified (1 Jul
Sex qualifier: 12% SPOT ON 2019 - chosen at random), for flea treatment. Lack of efficacy is
Unknown Other products suspected because the pet remains with fleas. FL was applied in
Age: 5.00 Year(s) used: no other the past with no issue (dose frequency is unknown). This is the
Weight: 3.8 kg products extent of the information available. UPDATE 8 JUL 2019 -
Route: Topical / Amanda, a female mixed breed cat of 5 years old and 3.8 kg,
Cutaneous received one vial of FL, applied by the reporter on the back
'Was the (incorrect application) on 19 Jun 2019, for flea treatment. The pet
product used remains with fleas and is scratching herself due to fleas. FL has
ok?: No been applied every 2 months since date not specified.
(Treatment / Environment not treated. No further information is expected.
vaccination
program not
respected}
04-Jul-2018  UAE; Species: Canine 1 1 0 (Product used: 22-Jun-2019 22-Jun-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03262; Breed: Medium FIPRONIL Duck, a male crossbred dog of 10 years old and 12 kg, received
RJ; Brazil crossbred (10 - 20 10%/S one pipette of FRONTLINE PLUS DOGS M (FL) (lot and exp date
Kg) METHOPRENE are unknown, topical, btw the shoulder blades) administered by the
Sex: M 9% SPOT ON reporter on 22 Jun 2018 for tick treatment. Lack of efficacy is
Sex qualifier: Other products suspected because the pet remains with live ticks. FL has been
Unknown used: no other applied in the past, every 3 months with no issue, since date not
Age: 10.00 Year(s) products informed. Environment not treated. No further information is
Weight: 12 kg Route: Topical / available.
Cutaneous
Was the
product used
ok?: Yes
02-Jul-2019  UAE; Species: Feline 3 3 0 |Product used: 20-Jun-2019* § 25-Jun-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003271; Breed: Feline FIPRONIL an unknown number of cats of unknown signalment received
-, Brazil (unknown} SPRAY FRONTLINE SPRAY (FL) (lot, exp date, route and application site
Sex: U Other products unknown), administered by the reporter on date not informed (20
Sex qualifier: used: no other Jun 2019*} for flea treatment. Lack of efficacy is suspected
Unknown products because the pets remained with fleas, so new administrations of
Age: - Route: unknown FL. were made with intervals of approximately 5 days (25 Jun 2019*
Weight: Unknown Was the and 30 Jun 2019%). The cats remain with fleas. This is the extent of
product used the information available.
ok?: No
(Treatment /
vaccination
program not
respected)
04-4ul-2019  JUAE; Species: Canine 1 1 0 |Product used: 14-Jun-2019 24-Jun-2019* 10 Day(s) D-C Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003272; Breed: FIPRONIL Luna, a female Pomeranian of 5 years old and 7.2 kg, received
ISP, Brazil Pomeranian 10%/S one pipette of FRONTLINE PLUS DOGS 8 (FL) (lot and exp date
Sex: F METHOPRENE are unknown, topical, btw the shoulder blades) administered by the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex qualifier: 9% SPOT ON reporter on 14 Jun 2019 for ectoparasite prevention. On approx. 20
Unknown Other products Jun 2019* Luna traveled with her owner to another city and one
Age: 5.00 Year(s) used: no other live tick was seen on her paw on approx. the same date, however it
Weight: 7.2 kg products was manually removed. One or two days later (23 Jun 2019*) Luna
Route: Topical / became ‘afflicted’ and started to present with panting. On date not
Cutaneous informed (24 Jun 2019*) she also experienced intense prostration.
Was the So, she was taken to the vet clinic and, according to the reporter,
product used on physical examination the DVM detected that Luna was feverish
ok?: Yes and tick-borne disease (babesiosis or erlichiosis) was suspected
due to the tick infestation history. The DVM also elucidated the
‘possibility of ectoparasite resistance to FL'. A CBC test was
performed, which showed thrombocytopenia, and a blood sample
was collected to perform a SNAP test and serology, but results are
not available yet. No treatment was provided until the current
moment. Due to all this, lack of efficacy is suspected by the
reporter. FL has been applied in the past with no issue, since date
not informed and dose frequency is unknown. No further
information is available. UPDATE 22 JUL 2019 - An unknown test
was performed and showed a negative result for ehrlichiosis.
However, babesicsis test is still pending. No more information is
known. UPDATE 25 JUL 2019 - According to the vet, Luna was
also presenting back pain and sensitivity in her joints. Specific test
showed a positive result for babesiosis. The pet was treated with
Imizol® and is currently recovered. No further information is
expected.
08-Jul-2019  UAE; Species: Feline 2 2 0 [Product used: 08-Jun-2019* 08-Jul-2019 9 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003288; Breed: Feline FIPRONIL two mixed breed cats (Caramelo, male, 16 months old and 3 kg;
ES; Brazil various breeds SPRAY Floquinho, male, 16 months old and 4 kg) were treated, for the first
Sex: M Other products time, with FRONTLINE SPRAY (FL}) (002/18, Jun 2020, topical,
Sex qualifier: used: no other whole body), applied by the reporter once a week for the past 1
Unknown products month (8 Jun 2018 - estimated date), for flea treatment. Lack of
Age: 16.00 Route: Topical / efficacy is suspected because the pet remains with fleas.
Month(s}) Cutaneous Environment treated with Talfon®. No further information is
Weight: 3 - 4 kg Was the expected.
product used
ok?: Yes
07-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 21-Jun-2019 01-J4ul-2019 10 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003291; Breed: German FIPRONIL SPOT Pandora, a female German Shepherd Dog of 3 years old and 27
PE; Brazil Shepherd Dog ON DOG kg, was treated with one vial of FRONTLINE SPOT-ON DOG L
Sex: F Other products (FL}) (lot and exp date are unknown, topical, btw the shoulder
Sex qualifier: used: no other blades), applied by the reporter on 21 Jun 20189, for fleattick
Unknown products treatment. Lack of efficacy is suspected because live ticks have
Age: 3.00 Year(s) Route: Topical / been found on her dog. In addition, the pet is scratching herself
Weight: 27 kg Cutaneous due to ectoparasites. Environment treated with deltamethrin. FL
Was the has been applied every 2 months with no issue since date not
product used specified (1 Jan 2018 - chosen at random). No further information
ok?: Yes is expected. UPDATE 15 JUL 2019 - Pandora has no outdoor
access. The owner has manually removed the parasites. However,
she felt a small bump on her dog's head, but she does not know if
it is a tick. The pet remains with itching. No further information is
known.
09-Jul-2018  UAE; Species: Canine 2 2 0 [Product used: Jun-2010* 09-Jul-2019 11 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003292; Breed: Poodle FIPRONIL SPOT Suzi and Mel, 2 female Poodles of 9 years and 7 kg, received one
RJ; Brazil (Miniature) ON DOG pipette of FRONTLINE SPOT-ON DOGS S (FL}) (014/18A, Apr
Sex: F Other products 2020, topical, btw the shoulder blades) each, administered by the
Sex qualifier: used: no other reporter on 28 Jun 2018 for flea treatment. Lack of efficacy is

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown products suspected because since 8 Jul 2019 the owner returned to see live
Age: 9.00 Year(s) Route: Topical / fleas on the animals. FL has been administered every 3 months,
Weight: 7 kg Cutaneous ‘since they were puppies’ (Jun 2010*), with no issue. There is 1 cat
Was the on the same household that was also treated with FL, but with no
product used issue. Environment treated with Cyperpour®. No further
ok?: Yes information is available.
08-Jul-2019  JUAE; Species: Feline 2 1 0 |Product used: N/A 09-4ul-2019 3 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003295; Breed: Feline FIPRONIL via social media, an unknown number of cats received
RJ; Brazil (unknown) 10%/S FRONTLINE PLUS CATS (FL) (lot, exp date, route and location
Sex: M METHOPRENE are unknown), applied by the reporter on 6 Jul 2019, for flea
Sex qualifier: 12% SPOT ON treatment. Lack of efficacy is suspected because the animals
Unknown Other products remain with fleas. In addition, they are also scracthing themselves
Age: - used: no other due to fleas. This is the extent of the information available.
Weight: Unknown products UPDATE 17 JUL 2019 - The owner was contacted and reported
Route: unknown that she only has identified fleas in one cat ( Toy, a male cat - other
Was the signaiment is unknown). The pet has daily outdoor access. The
product used environment has been treated with an anti-flea powder. FL was
ok ?: Unknown applied in the past with no issue (dose frequency is unknown and
to Company date of first application was not provided - 2018*). Capstar has
been used, but the details were not provided. No further
information is expected.
08-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: Jun-2018* Jun-2018* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003288; {Breed: Shih Tzu FIPRONIL SPOT Amora, a female Shih Tzu of 5 years old and approximately 3.5 kg,
MG; Brazil Sex: F ON DOG received FRONTLINE PIPETTE (FL) (unsubstantiated) (lot and
Sex qualifier: Other products exp date unknown, topical, btw the shoulder blades) for the first
Unknown used: no other time, administered by the reporter around one year ago (Jun
IAge: 5.00 Year(s) products 2018*) for flea and tick treatment. Lack of efficacy is suspected
Weight: 3.5 kg Route: Topical / because the pet remained with fleas and ticks. The environment
Cutaneous was treated with unknown product. No further information is
Was the available.
product used
ok?: Unknown
to Company
08-Jul-2018  UAE; Species: Canine 1 1 0 (Product used: 29-Jun-2019 29-Jun-2018 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003299; Breed: Shih Tzu FIPRONIL SPOT Linda, a female Shih Tzu of 3 months old and 3 kg, received
MG; Brazil Sex: F ON DOG FRONTLINE SPOT-ON DOGS S (FL) (019/18A, exp date Aug
Sex qualifier: Other products 2020, topical, btw the shoulder blades) for the first time,
Unknown used: no other administered by the reporter on 28 Jun 2019 for flea and tick
Age: 3.00 products treatment. Lack of efficacy is suspected because the pet remains
Month(s) Route: Topical / with fleas and ticks. This dog does not have outdoor access. The
Weight: 3 kg Cutaneous environment has been treated by a specialized company. No
Was the further information is available.
product used
ok?: Yes
11-Jul-2019  JUAE; Species: Canine 2 2 0 |Product used: 04-Jul-2019 04-4ul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003304; Breed: Blue FIPRONIL SPOT 2 Blue Heelers (Menina, a female of 5 years old and 30 kg; one
ISP; Brazil Heeler ON DOG male of 7 years old and 30 kg) received FRONTLINE SPOT-ON
Sex: X Other products DOGS L (lot and exp date unknown, topical, btw the shoulder
Sex qualifier: used: no other blades) for the first time, administered by the reporter on 4 Jul
Unknown products 2019 for flea treatment. Lack of efficacy is suspected because the
iAge: 5.00 Year(s) Route: Topical / pets remain with fleas. The environment has been treated with
Weight: 30 kg Cutaneous unknown product. No further information is available. UPDATE 25
Was the JUL 2019 - The correct information is that the environment has not
product used been treated. No further information is expected.
ok?: Yes

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Page 10 of 867
v1.2

ED_005739D_00014390-00017



Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
i
10-Jul-2018  JUAE; Species: Canine 1 1 0 |Product used: 06-Jui-2018 06-J4ul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03305; Breed: Yorkshire FIPRONIL Toy, a male Yorkshire of 9 years old and 4 kg, received
RJ; Brazil Terrier 10%/S FRONTLINE PLUS DOG 8 (lot and exp date unknown, topical, btw
Sex: M METHOPRENE the shoulder blades), administered by the reporter on 6 Jul 2019
Sex qualifier: 9% SPOT ON for flea treatment. Lack of efficacy is suspected because the pet
Unknown Other products remains with fleas and she did not visualize dead fleas so far. FL
Age: 9.00 Year(s) used: no other was used in the past with no issue (dose frequency is unknown
Weight: 4 kg products and date of first administration was not provided — Aug 2010*).
Route: Topical / This dog has outdoor access. The environment has not been
Cutaneous treated. There are 5 cats that were treated with FL and also remain
Was the with fleas living in this household (see case 19BR003306). No
product used further information is available.
ok?: Yes
10-Jul-2019  UAE; Species: Feline 4 4 0 [Product used: 06-Jul-2019 06-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003306; Breed: Feline FIPRONIL 4 crossbred cats (mixed, 4 to 12 years old and 6 to 6.5 kg)
RJ; Brazil various breeds 10%/8 received FRONTLINE PLUS CATS (lot and exp date unknown,
Sex: X METHOPRENE topical, btw the shoulder blades), administered by the reporter on 6
Sex qualifier: 12% SPOT ON Jul 2018 for flea treatment. Lack of efficacy is suspected because
Unknown Other products the pets remain with fleas and she did not visualize dead fleas so
IAge: 4.00 Year(s) used: no other far. FL was used in the past with no issue (dose frequency is
Weight: 6 - 6.5 kg products unknown and date of first administration was not provided - Jan
Route: Topical / 2009*). The environment has not been treated. There is a dog that
Cutaneous was treated with FL and also remains with fleas living in this
Was the household (see case 19BR003305). No further information is
product used available.
ok?: Yes
10-Jul-2018  UAE; Species: Canine 1 1 0 [Product used: 25-Jun-2019 25-Jun-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03314; Breed: Retriever FIPRONIL via e-mail, a female Labrador Retriever of unknown signalment,
SP; Brazil (Labrador, Yeliow) 10%/S received FRONTLINE PLUS DOGS L (FL) (lot, exp date, route and
Sex: F METHOPRENE location are unknown) administered by the reporter on 25 Jun 2019
Sex qualifier: 9% SPOT ON for tick treatment. Lack of efficacy is suspected because the dog
Unknown Other products remains with ticks. FL has been applied in the past, since approx.
Age: 6.00 Year(s) used: no other 2012* with no issue, however, dose frequency is unknown. This is
Weight: 38 kg products the extent of the information available for now. UDPATE 15 JUL
Route: Topical / 2019 - Lana Del Rey, a female Labrador of 6 years old and 38 kg,
Cutaneous was treated with one vial of FL (037/17A, Sep 2019, topical, btw
Was the the shoulder blades). The pet remains with ticks. Environment not
product used treated. FL has been applied every 2 - 3 months for the past 5
ok?: Yes years. The pet has outdoor access. No further information is
expected.
11-Jul-2019  JUAE; Species: Feline 1 1 0 |Product used: 05-dul-2019 11-Jul-2019 6 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003319; Breed: Feline FIPRONIL SPOT Santinho, a male mixed breed cat of 3 years old and around 15 kg
ISP; Brazil various breeds ON CAT was treated, for the first time, one vial of FRONTLINE SPOT-ON
Sex: M Other products CAT (FL) (lot and exp date are unknown, topical, neck), applied by
Sex qualifier: used: no other the reporter on 5 Jul 20189, for flea treatment. Lack of efficacy is
Unknown products suspected because the pet remains with fleas. Environment not
Age: 3.00 Year(s) Route: Topical / treated. Similar case reported on 18BR003320. No further
Weight: 15 kg Cutaneous information is expected.
Was the
product used
ok?: No (Low
dose)
11-Jul-2019  JUAE; Species: Feline 1 1 0 |Product used: 05-Jul-2019 11-Jul-2019 6 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003320; Breed: Feline FIPRONIL SPOT Xandu, a male mixed breed cat of 1 year old and around 3 kg was

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
SP; Brazil various breeds ON CAT treated, for the first time, one vial of FRONTLINE SPOT-ON CAT
Sex: M Other products (FL) (lot and exp date are unknown, topical, neck), applied by the
Sex qualifier: used: no other reporter on 5 Jul 2019, for flea treatment. Lack of efficacy is
Unknown products suspected because the pet remains with fleas. Environment not
Age: 1.00 Year(s) Route: Topical / treated. Similar case reported on 19BR003319. No further
Weight: 3 kg” Cutaneous information is expected.
Was the
product used
ok?: Yes
11-Jul-2019  [UAE; Species: Canine 1 1 0 [Product used: 08-Jui-2019 09-Jul-2019 1 Day(s) D-C Suspected Adverse Event: As reported by the pet owner, Jade, a
19BR003321; Breed: Yorkshire FIPRONIL female Yorkshire of approximately 4 years old and 2 kg, was
PR; Brazil Terrier 10%/S treated with 1 mL of FRONTLINE PLUS DOG M (FL) (039/17A,
Sex: F METHOPRENE unknown exp date, topical, btw the shoulder blades - the product
Sex qualifier: 9% SPOT ON was fractionated), applied by the reporter on 8 Jul 2019, for flea
Unknown Other products treatment. The pet was in good health prior to FL and has no
Age: 4.00 Year(s) used: no other history of adverse reactions. One day later, the pet presented with
Weight: 2 kg products application site reddening, which developed into a skin lesion
Route: Topical / today (11 Jul 2019). The pet was taken to the vet clinic, but the
Cutaneous details were not provided. According to the owner, she applied FL
Was the (for the patient’s weight) in the past with no issue. This is the extent
product used of the information available.
ok?: Yes
12-Jul-2019  JAE; Species: Canine 1 1 0 |Product used: 02-Jul-2019 02-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03327; {Breed: Shih Tzu FIPRONIL SPOT Taylor, a male Shih Tzu of 4 years old and 9 kg, received one vial
SP; Brazil Sex: M ON DOG of FRONTLINE SPOT-ON DOG 8 (FL} (lot and exp date are
Sex qualifier: Other products unknown, topical, btw the shoulder blades), applied by the reporter
Unknown used: no other on 2 Jul 2019, for flea treatment. Lack of efficacy is suspected
Age: 4.00 Year(s) products because fleas were found on her animal. Environment treated with
Weight: 9 kg Route: Topical / Butox®. An unknown tablet was given to Taylor and he is currently
Cutaneous free of fleas. FL was applied for the first time last year (2018*) with
Was the no issue. No further information is expected. UPDATE 25 JUL
product used 2019 - The pet owner informed that she started to see fleas on
ok?: Yes Taylor again. Also, the dog is bathed 2 times per week. No further
information is available.
12-J4ul-2018  JAE; Species: Canine 1 1 0 [Product used: 01-May-2019* | 01-May-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03328; Breed: Small FIPRONIL Mirela, a female small crossbred dog of 14 years old and 7 kg,
SP; Brazil crossbred (<10 SPRAY received FRONTLINE SPRAY (FL) (002/18, exp date unknown,
Kg) Other products topical, behind the ears), administered by a family member on
Sex: F used: no other dates not informed (1 May 2019*, 1 Jun 2019* and 1 Jul 2018*) for
Sex qualifier: products flea treatment. Lack of efficacy is suspected because the pet
Unknown Route: Topical / remains with fleas. This dog does not have outdoor access. There
Age: 14.00 Year(s) Cutaneous are 2 untreated cats with no fleas living in this household. The
Weight: 7 kg Was the environment has not been treated. Related case reported on
product used 19BR0O03329. No further information is available.
ok?: No
(Treatment /
vaccination
program not
respected)
12-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 01-May-2019* { 01-May-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03329; Breed: Small FIPRONIL Lupita, a female small crossbred dog of 2 years old and 9 kg,
ISP, Brazil crossbred (<10 SPRAY received FRONTLINE SPRAY (FL) (002/18, exp date unknown,
Ka) Other products topical, behind the ears), administered by a family member on date
Sex: F used: no other not informed (1 May 2019*) for flea treatment. Lack of efficacy is
Sex qualifier: products suspected because the pet remains with fleas. This dog does not

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown Route: Topical / have outdoor access. There are 2 untreated cats with no fleas
Age: 2.00 Year(s) Cutaneous living in this household. The environment has not been treated.
Weight: 9 kg Was the Related case reported on 19BR003328. No further information is
product used available.
ok?: No
(Treatment /
vaccination
program not
respected)
15-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 11-Jul-2018 11-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003342; Breed: Retriever FIPRONIL SPOT Bela, a female Labrador of 11 years old and 33 kg, received
ISP; Brazil Labrador ON DOG FRONTLINE SPOT-ON DOGS L (lot and exp date unknown,
Sex: F Other products topical, btw the shoulder blades), administered by the reporter on
Sex qualifier: used: no other 11 Jul 2018 for tick treatment. Lack of efficacy is suspected
Unknown products because the pet remains with ticks. FL was used in the past with
Age: 11.00 Year(s) Route: Topical / no issue (dose frequency is unknown and date of first
Weight: 33 kg Cutaneous administration was not provided; previous administration over 1
Was the year ago - Mar 2018%). The environment has been treated with
product used Butox®. No further information is available.
ok?: Yes
15-Jul-2019  UAE; Species: Canine 3 3 0 |Product used: N/A 04-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003352; Breed: Lhasa FIPRONIL SPOT 3 Lhasa Apsos (Fior, a female of 13 years old and 7 kg; Sirius, a
ISP; Brazil Apso ON DOG male of 7 years old and 7.5 kg; Latios, a male of 7 years old and 6
Sex: X Other products kg) received FRONTLINE SPOT-ON DOGS 8 (FL) (011/18B, exp
Sex qualifier: used: no other date Mar 2020, topical, btw the shoulder blades), administered by
Unknown products the reporter on 4 Jul 2018 for flea treatment. Lack of efficacy is
Age: 7.00 Year(s) Route: Topical / suspected because the pets remain with fleas. FL was used in the
Weight: 6 - 7.5 kg Cutaneous past with no issue (dose frequency - 3 months, date of first
'Was the administration was not provided). The environment has been
product used treated with Butox®. No further information is available.
ok?: Yes
13-Jul-2019  UAE; Species: Canine 1 1 0  |Product used: 24-Jun-2019 13-Jul-2019 19 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003362; Breed: Medium FIPRONIL SPOT Pretinha, a female crossbred dog of 6 years old and 17 kg,
RJ; Brazil crossbred (10 - 20 ON DOG received one pipette of FRONTLINE SPOT-ON DOGS M (FL) (X
Ka) Other products 3) (023/18A, exp date is unknown, topical, btw the shoulder
Sex: F used: no other blades), administered by the reporter on 24 Jun 2019 for
Sex qualifier: products ectoparasite prevention. Lack of efficacy is suspected because on
Unknown Route: Topical / 13 Jul 2019 two live fleas were seen on the pet, so, on the same
iAge: 6.00 Year(s) Cutaneous date ancther pipette (same presentation and batch) was applied
\Weight: 17 kg 'Was the and Pretinha is no longer presenting ectoparasites. According to
product used the reporter, ectoparasiticide products use to be administered
ok?: Yes monthly to the dog, however, ‘'sometimes the interval between
administrations is a bit longer’ - the date of the last administration
was not informed. FL has been applied in the past with no issue,
dose frequency is unknown and first application date was not
provided. Pretinha usually has outdoor access. Environment not
treated. No further information is available.
15-Jul-2019  JAE; Species: Feline 3 3 0 [Product used: Jun-2019* 15-4ul-2019 11 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003363; Breed: Feline FIPRONIL three mixed breeds cats (Elvis, male, 7 years old and 6 kg; Miga,
SC; Brazil various breeds 10%/S male, 8 years old and 6 kg; Felicia, female, 8 years old and 4 kg})
Sex: X METHOPRENE were treated with one vial of FRONTLINE PLUS CATS (FL} (ot
Sex qualifier: 12% SPOT ON and exp date are unknown, topical, btw the shoulder blades),
Unknown Other products applied to each one by the reporter on Jun 2019* and 4 Ju!l 2018,
lAge: 7.00 Year(s) used: anti-flea for flea treatment. Lack of efficacy is suspected because the
Weight: 4 - 6 kg* shampoo; animals remain with fleas. Environment not treated. The animals

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
were also bathed last week with an anti-flea shampoo, but it was
Route: Topical / not effective as well. FL was applied some years ago with no issue
Cutaneous (2015%). No further information is expected.
Was the
product used
ok?: Yes
16-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: 01-Jan-2019* 15-Jul-2019 2 Week(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003364; Breed: Shih Tzu FIPRONIL Serena, a female Shih Tzu of 8 months old and 4 kg, received
RJ; Brazil Sex: F 10%/S FRONTLINE PLUS DOG 8 (lot and exp date unknown, topical, btw
Sex qualifier: METHOPRENE the shoulder blades), administered by the reporter on 1 Jul 2019
Unknown 9% SPOT ON for flea and tick prevention. Lack of efficacy is suspected because
Age: 8.00 Other products he started to see ticks on his pet 2 weeks after product
Month(s) used: no other administration. He removes the ticks that he visualizes. This dog
Weight: 4 kg products has outdoor access. FL was used in the past with no issue (dose
Route: Topical / frequency - monthly, date of first administration was not provided —
Cutaneous 1 Jan 2019*). The environment has not been properly treated. No
'Was the further information is available.
product used
ok?: Yes
15-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: 2017+ 29-Jun-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003366; Breed: Poodle FIPRONIL Brenda, a female Poodle of 16 years old and 2.5 kg, received one
ISP, Brazil (Miniature) 10%/S pipette of FRONTLINE PLUS DOGS 8 (FL) (lot and exp date are
Sex: F METHOPRENE unknown, topical, btw the shoulder blades) administered by the
Sex qualifier: 9% SPOT ON reporter on 25 Jun 2018 for ectoparasite prevention. Lack of
Unknown Other products efficacy is suspected because an unknown time after this
Age: 16.00 Year(s) used: no other application live fleas started to be seen on the pet, so, another
Weight: 2.5 kg products pipette of same presentation (same route and location; lot and exp
Route: Topical / date are unknown) was applied on 5 Jul 2018 and the pet is still
Cutaneous presenting fleas. FL has been administered in the past, approx.
Was the every 2-3 months, since date not informed (2017*). According to
product used the reporter, from 2 months to now the product is no longer being
ok?: No effective’, however, no details regarding these possible events
(Treatment / were provided. Brenda use to be bathed once a week.
vaccination Environment not treated. Similar case reported on 19BR003367.
program not SAE case (same patient, another product - NEXGARD®) reported
respected) on 19BR0O03368. No further information is available.
15-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 2017+ 29-Jun-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BRO03367; Breed: Domestic FIPRONIL Theo, a male Domestic Shorthair cat (crossbred) of 4 years old
SP; Brazil Shorthair 10%/S and 4.5 kg, received one pipette of FRONTLINE PLUS CATS (FL)
(Crossbreed) METHOPRENE (lot and exp date are unknown, topical, btw the shoulder blades)
Sex: M 12% SPOT ON administered by the reporter on 25 Jun 2019 for ectoparasite
Sex qualifier: Other products prevention. Lack of efficacy is suspected because an unknown
Unknown used: no other time after this application live fleas started to be seen on the pet,
IAge: 4.00 Year(s) products so, another pipette of same presentation (same route and location;
Weight: 4.5 kg Route: Topical / lot and exp date are unknown) was applied on 5 Jul 2019 and the
Cutaneous pet is still presenting fleas. FL has been administered in the past,
Was the approx. every 2-3 months, since date not informed (2017*).
product used According to the reporter, ‘from 2 months to now the product is no
ok?: No longer being effective’, however, no details regarding these events
(Treatment / were provided. Environment not treated. Related cases reported
vaccination on 19BR0O03366 and 19BRO03368. No further information is
program not available.
respected)
16-Jul-2018  JAE; Species: Feline 2 2 0 [Product used: 30-Jun-2019 01-Jui-2019* 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03369; lBreed: Domestic FIPRONIL Blush and Titi, 2 mixed Domestic Shorthair cats (crossbred) and of

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
SP; Brazil Shorthair 10%/S 2.5 years old and 3 kg, received one pipette of FRONTLINE PLUS
(Crossbreed) METHOPRENE CATS (FL) (lot and exp date are unknown, topical, btw the
Sex: X 12% SPOT ON shoulder blades) each, for the first time, administered by the
Sex qualifier: Other products reporter on 30 Jun 2019 for flea treatment. The ectoparasite
Unknown used: no other infestation has decreased since product administration, however,
Age: 2.50 Year(s) products eventually a few live fleas are still being seen on Blush, so lack of
Weight: 3 kg Route: Topical / efficacy is suspected. The reporter is not sure if Titi is also
Cutaneous presenting fleas because he is ‘very agitated’ so she can't see it,
Was the however, lack of efficacy is also suspected. FL SPRAY has been
product used applied in the past, when the pets were 2 months old, with no
ok?: Yes issue. Environment not treated. Related case reported on
18BR0O03370. No further information is available. UPDATE 19 JUL
2019 - The pet owner informed that the fleas and not dying, she
removes them and new fleas are visualized. The cats remain with
fleas and itching more than before. They have access to the
hallway of the apartment floor, were other animals also have
access. The pet owner mentioned that she has two friends that are
also complaining about the lack of efficacy of FRONTLINE (see
case 19BR003399). No further information is expected.
16-Jul-2019  UAE; Species: Feline 3 3 0 [Product used: 1999* 1989* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03370; Breed: Feline FIPRONIL an unknown number of cats of unknown signaiment received
SP; Brazil (unknown} SPRAY FRONTLINE (unsubstantiated; lot, exp date, route and location are
Sex: U Other products unknown} an unknown number of times, approx. 20 years ago
Sex qualifier: used: no other (1999*) administered by the reporter for flea treatment. According
Unknown products to the reporter, the product did not work and ‘it does not kill fleas’.
Age: - Route: unknown Related case reported on 19BR0O03369. This is the extent of the
Weight: Unknown Was the information available. UPDATE 16 JUL 2019 - The pet owner
product used mentioned that she has two friends that are also complaining about
ok?: Unknown the lack of efficacy of FRONTLINE (see case 19BR003399). No
to Company further information is expected.
17-Jul-2018  JUAE; Species: Canine 1 1 0 |Product used: 10-Jul-2018 17-Jul-2019* 5 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003374; Breed: Small FIPRONIL James, a female small crossbred dog of 3 months old and 3 kg,
SP; Brazil crossbred (<10 SPRAY was treated, for the first time, with FRONTLINE SPRAY (FL}
Kg) Other products (012/18B, unknown exp date, topical, parts of the body), applied by
Sex: F used: no other the reporter around one week ago for 3 consecutive days (10 Jul
Sex qualifier: products 2019, 11 Jul 2019 and 12 Jul 2019 - estimated dates), for flea
Unknown Route: Topical / treatment. Lack of efficacy is suspected because the pet remains
Age: 3.00 Cutaneous with fleas. Environment treated with Triatox®. No further
Month(s}) Was the information is expected.
Weight: 3 kg product used
ok ?: No (Low
dose)
17-Jul-2019  UAE; Species: Canine 2 2 0 [Product used: 2018* 13-dul-2019 11 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR0O03378; Breed: Canine FIPRONIL dogs (Romeu Francisco, a male Maltese of 7 years old and 5 kg;
SC; Brazil various breeds 10%/S Duda Maria, a female small crossbred dog of 7 years old and 6 kg}
Sex: X METHOPRENE were treated with one vial of FRONTLINE PLUS DOG S (FL) (lot
Sex qualifier: 9% SPOT ON and exp date are unknown, topical, btw the shoulder blades),
Unknown Other products applied to each one by the reporter on 2 Jul 20189, for flea
Age: 7.00 Year(s) used: FIPRONIL treatment. The product was not effective against fleas. So, on @ Jul
Weight: 5 - 6 kg SPRAY; 2019, the owner applied FRONTLINE SPRAY (lot and expo date
are unknown, topical, whole body), but she also continues to see
Route: Topical / fleas on her animals. FL has been applied every 30 - 40 days with
Cutaneous no issue since date not specified (2018*). Environment treated with
'Was the an unknown product. There is a cat in this household with the
product used same issue (see case 19BR003379). No further information is
expected.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
ok?: Yes
17-4ul-2019  UAE; Species: Feline 1 1 0 |Product used: Jan-2019* 12-Jul-2019 10 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003379; Breed: Persian FIPRONIL Leo, a male Persian of 9 months old and 4.1 kg, was treated with
SC; Brazil (No Further 10%/S one vial of FRONTLINE PLUS CATS (FL) (lot and exp date are
Description) METHOPRENE unknown, topical, btw the shoulder blades), applied to each one by
Sex: M 12% SPOT ON the reporter on 2 Jul 2019, for flea treatment. The product was not
Sex qualifier: Other products effective against fleas. So, on 9 Jul 2019, the owner applied
Unknown used: FIPRONIL FRONTLINE SPRAY (lot and exp date are unknown, topical, whole
Age: 9.00 SPRAY; body), but she also continues to see fleas on her animals. FL has
Month(s) been applied every 40 days with no issue since date not specified
Weight: 4.1 kg Route: Topical / (2019%). The pet has flea allergy dermatitis. The pet was taken to
Cutaneous the vet and was treated with a medication for allergy and other
'Was the product was applied (details were not provided). The current status
product used of the animal is unknown. Environment treated with an unknown
ok?: Yes product. Similar case reported on 19BR003378. No further
information is expected.
18-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: 03-Jul-2019 16-Jul-2019 13 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003388; iBreed: Shih Tzu FIPRONIL Simba, a male Shih Tzu of 3 months old and 2 kg, was treated, for
SP; Brazil Sex: M 10%/8 the first time, with one vial of FRONTLINE SPOT-ON DOG 8 (FL)
Sex qualifier: METHOPRENE (lot and exp date are unknown, topical, btw the shoulder blades),
Unknown 9% SPOT ON applied by the reporter on 3 Jul 2019, for flea treatment. Lack of
Age: 3.00 Other products efficacy is suspected because the owner noticed some fleas on his
Month(s) used: no other on 16 Jul 2019. Environment not treated. No further information is
Weight: 2 kg products expected.
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes
18-Jul-2018  MJAE; Species: Feline 3 3 0 (Product used: 2019* 2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by a friend of the
19BR003399; Breed: Feline FIPRONIL pets owners, an unknown number of cats of unknown signalment
SP; Brazil (uniknown) SPRAY received FRONTLINE (FL) (unsubstantiated) (lot, exp date, route
Sex: U Other products and application site unknown), administered on date not informed
Sex qualifier: used: no other (2019} for flea treatment. Lack of efficacy is suspected because
Unknown products the pets remained with fleas. Related cases reported on
Age: - Route: unknown 19BR0O03368 and 19BRO03370. This is the extent of the
Weight: Unknown 'Was the information available.
product used
ok?: Unknown
to Company
17-Jul-2019  JAE; Species: Canine 2 2 0 [Product used: Mar-2018 Mar-2018 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR003405; Breed: Canine FIPRONIL female dogs of 11 years old (Suzie, crossbred dog, 18 kg and Lica,
SC; Brazil various breeds SPRAY Dachshund, 12 kg) received FRONTLINE SPRAY 100 ML (FL)
Sex: F Other products (004/17, May 2019, topical, whole body} each , administered by the
Sex qualifier: used: no other reporter, from Mar 2018 to May 2019, every 15 days, for flea
Unknown products treatment. She has been using the same bootle for a long time, so
Age: 11.00 Year(s) Route: Topical / it’s possible to understand the product was underdosed. Lack of
Weight: 12 - 18 kg Cutaneous efficacy is suspected because the pets remained with live fleas
Was the during all this period. Before Mar 2018 FL was applied only once in
product used the past, on 2015, with no issue. Both dogs use to be bathed every
ok?: No 15 days. The environment has not been treated. Related case was
(Treatment / reported on 19BR0O03406 because after May 2019 the pets
vaccination continued to be treated with same bottle (already expired}, with
program not same dose frequency, and they are still presenting live fleas. No
respected) further information is available.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
17-Jul-2019  UAE; Species: Canine 2 2 0 |Product used: Jun-2019 Jun-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR003406; Breed: Canine FIPRONIL female dogs of 11 years old (Suzie, crossbred dog, 18 kg and Lica,
SC; Brazil various breeds SPRAY Dachshund, 12 kg) have been receiving FRONTLINE SPRAY 100
Sex: F Other products ML (FL) (004/17, May 2019 - expired, topical, whole body) each,
Sex qualifier: used: no other administered by the reporter since Jun 2019, every 15 days. Lack
Unknown products of efficacy is suspected because the pets remain with live fleas .
Age: 11.00 Year(s) Route: Topical / The product was also administered during the period of Mar 2018
Weight: 12 - 18 kg Cutaneous and May 2019 and same issue occurred (see 18BR003405).
Was the Before Mar 2018 FL was applied only once in the past, on 2015,
product used with no issue. The dogs use to be bathed every 15 days. The
ok?: No environment has not been treated. No further information is
(Treatment / available.
vaccination
program not
respected)
18-Jul-2019  UAE; Species: Canine 1 1 0  |Product used: 04-d4ul-2019 04-4ul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003407; Breed: Canine FIPRONIL SPOT one dog of unknown signalment received FRONTLINE (FL})
-, Brazil (unknown} ON DOG (unsubstantiated) (lot, exp date, route and application site
Sex: U Other products unknown), administered by the reporter on 4 Jul 2018 for fiea
Sex qualifier: used: no other treatment. Lack of efficacy is suspected because the pet remains
Unknown products with fleas. This is the extent of the information available.
Age: - Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
19-Jul-2019  UAE; Species: Feline 1 1 0 |Product used: 10-Jul-2019 10-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003409; Breed: Feline FIPRONIL Poty, a female crossbred cat of 5 months old and 1.5 kg, received
SP; Brazil various breeds 10%/S FRONTLINE PLUS DOG 8 (FL) (lot and exp date unknown,
Sex: F METHOPRENE topical, one drop inside each ear), administered by the reporter on
Sex qualifier: 9% SPOT ON 10 Jul 2019 for ear mite infection. Lack of efficacy is suspected
Unknown Other products because the pet remains with ear mite infection. Also, the cat had
Age: 5.00 used: FIPRONIL received 1 dose of FRONTLINE PLUS CATS (FL) (lot and exp
Month(s) 10%/S date unknown, topical, btw the shoulder blades) on 9 Jul 2019 for
Weight: 1.5 kg METHOPRENE flea treatment, Poty has no more fleas and no suspicion of lack of
12% SPOT ON; efficacy has been reported for this product. No further information
is available.
Route: auricular
Was the
product used
ok?: No
(Species not
indicated /
recommended}
19-Jui-2019  UAE; Species: Canine 1 1 0 [Product used: N/A 19-Jul-20198* 31 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003411; Breed: Medium FIPRONIL SPOT Nina, a female medium crossbred dog of 5 years old and 18 kg,
RJ; Brazil crossbred (10 - 20 ON DOG was treated with FRONTLINE SPOT-ON DOG M (lot, exp date,
Kg) Other products route and location are unknown), applied by the reporter on 18 Jun
Sex: F used: no other 2019, for flea treatment. Lack of efficacy is suspected because the
Sex qualifier: products pet remains with fleas. In addition, the pet is scratching herself due
Unknown Route: unknown to fleas. This is the extent of the information available.
Age: 5.00 Year(s) Was the
Weight: 18 kg product used
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Report printed on 25-0Oct-2019 at 8:39:59PM
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
18-Jul-2018  MJAE; Species: Canine 1 1 0 (Product used: 06-Jul-2018 06-Jui-2010* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03413; Breed: Small FIPRONIL Apolo, a male crossbred dog of 5 months old and 9 kg, received
CE; Brazil crossbred (<10 SPRAY FRONTLINE SPRAY 100 ML (FL) (lot and exp date are unknown,
Kg) Other products topical, ‘'some regions of the body’) for the first time, administered
Sex: M used: no other by the reporter on 6 Jul 2019 for tick treatment. Lack of efficacy is
Sex qualifier: products suspected because Apolo remains with five ticks . After 6 Jul 2019,
Unknown Route: Topical / FL was aiso applied on 8 and 11 Jul 2019 and LOE is still
Age: 5.00 Cutaneous suspected, however, since its application has been performed
Month(s} Was the differently on those 2 dates, another case was created
Weight: 9 kg product used (19BR003414). The dog use to be bathed every 7 days. The
ok?: No environment has been treated with K-Othrine®. No further
(Treatment / information is available.
vaccination
program not
respected)
19-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: 09-Jul-2019 09-Jul-2019 N/A D-D Suspected Lack of Efficacy Suspected Lack of Efficacy Claim: As
19BR003414; Breed: Small FIPRONIL reported by the pet owner, Apoclo, a male crossbred dog of 5
CE; Brazil crossbred (<10 SPRAY months old and 9 kg, received FRONTLINE SPRAY 100 ML (FL)
Kg) Other products (lot and exp date are unknown, topical, whole body), administered
Sex: M used: no other by the reporter on 9 and 11 Jul 2019 for tick treatment. Lack of
Sex qualifier: products efficacy is suspected because Apolo remains with live ticks . The
Unknown Route: Topical / product was also applied on 6 Jul 2019 (first administration date),
Age: 5.00 Cutaneous however, it was not administered to the dog's whole body, so
Month(s} Was the another case was created (19BR003413). The environment has
Weight: 9 kg product used been treated with K-Othrine®. The dog use to be bathed every 7
ok?: No days. No further information is available.
(Treatment /
vaccination
program not
respected)
19-J4ul-2019  WUAE; Species: Feline 2 2 0 |Product used: 11-Jul-2018 15-Jul-2019* 3 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03416; Breed: Feline FIPRONIL SPOT via e-mail, 1 cat of unknown signalment received FRONTLINE (FL)
SP; Brazil various breeds ON CAT (unsubstantiated; lot, exp date, route and location are unknown)
Sex: X Other products unknown if for the first time, administered by the reporter on 12 Jul
Sex qualifier: used: no other 2019* for flea treatment. After product application, fleas were no
Unknown products longer seen for 2 days, however, lack of efficacy is suspected
Age: 9.00 Route: Topical / because since 15 Jul 2019* the pet owner returned to visualize live
Month(s} Cutaneous fleas on the pet. There is an unknown number of cats on the same
Weight: 3 -4 kg Was the household that also received FL. Environment factors were alsc
product used not informed. This is the extent of the information available for
ok?: Yes now. UPDATE 24 JUL 2019 - The owner was contacted and
reported that her two cats (Michele, a female mixed breed cat of 8
years old and 4 kg; Mikki, 2 male Siamese of 8 months old and 3
kg) were treated with one vial of FRONTLINE SPOT-ON CAT
(topical, btw the shoulder blades), applied to each one by the
reporter on 11 Jul 2019. The animals remain with fleas.
Environment treated with an unknown product. FL was applied 6
months ago. No further information is expected.
22-4ul-2019  JUAE; Species: Canine 5 4 0 |Product used: 18-Jul-2019 18-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003419; Breed: Medium FIPRONIL 4 crossbred dogs (1 male and 3 females, 1 to 2 years old and 10 to
SP; Brazil crossbred (10 - 20 10%/S 14 kg) received 1 dose of FRONTLINE PLUS DOG M (FL} (lot and
Ka) METHOPRENE exp date unknown, topical, btw the shoulder blades) each,
Sex: X 9% SPOT ON administered by the reporter on 18 Jul 2019 for flea treatment. The
Sex qualifier: Other products animals started presenting fleas 10 days prior to FL. Lack of
Unknown used: no other efficacy is suspected because the pets remain with fleas. FL was
used in the past with no issue (dose frequency is unknown -

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: 1.00 Year(s} products previous administration approximately 6 months ago, date of first
Weight: 10 - 14 kg Route: Topical / administration was not provided). There is a dog that was treated
Cutaneous with FL on the same date and has no more fleas living in this
Was the household. The environment has not been treated. No further
product used information is available.
ok?: Yes
19-Jul-2019  UAE; Species: Canine 2 2 0 |Product used: 03-Jul-2019* 07-J4ul-2019* 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003422; Breed: Canine FIPRONIL via e-mail, 2 mixed dogs of unknown signalment received
-; Brazil (unknown) 10%/S FRONTLINE PLUS DOGS L (FL) (lot, exp date, topical, btw the
Sex: X METHOPRENE shoulder blades) unknown if for the first time, administered by the
Sex qualifier: 9% SPOT ON reporter on 3 Jul 2019* for flea treatment. Lack of efficacy is
Unknown Other products suspected because the pets continued to present fleas after
Age: - used: no other product application. The reporter also informed that the female dog
Weight: 30 - 32.2 products has flea allergy dermatitis and she had to be treated (‘orally and
kg Route: Topical / cutaneous’) for the issue. Due to the infestation persistence, both
Cutaneous dogs received an unknown ectoparasiticide product ‘less than 2
'Was the weeks after FL application’ — 13 Jul 2019*), however, it was not
product used informed if they remain with fleas. This is the extent of the
ok?: Yes information available for now. UPDATE 26 JUL 2019 - The owner
informed that her dogs (1 female Golden Retriever of 4 years old
and 32.2 kg - Maia; 1 male of approximately 30 kg - name
unknown) received FL for flea prevention and got fleas after
product administration. The dogs received Bravecto® and have no
more fleas. FL was used in the past with no issue (dose frequency
is unknown and date of first administration was not provided). The
environment has not been treated. No further information is
expected.
23-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 20-Jul-2019 20-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003435; Breed: Small FIPRONIL Lupe, a male small crossbred dog of 5 years old and 4.6 kg,
BA; Brazil crossbred (<10 10%/S received 1 dose of FRONTLINE PLUS DOG S (lot and exp date
Kg) METHOPRENE unknown, topical, btw the shoulder blades) for the first time,
Sex: M 9% SPOT ON administered by the reporter on 20 Jul 2019 for flea treatment. The
Sex qualifier: Other products dog started presenting fleas one week prior to FL. Lack of efficacy
Unknown used: no other is suspected because the pet remains with fleas. There are 3
Age: 5.00 Year(s) products untreated dogs with no fleas living in this household. The
Weight: 4.6 kg Route: Topical / environment has not been treated. No further information is
Cutaneous available.
Was the
product used
ok?: Yes
22-4ul-2019  JUAE; Species: Canine 2 1 0 |Product used: 17-Jul-2019 17-Jul-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003437; Breed: Medium FIPRONIL SPOT Babi, a female crossbred dog of 10 years old and 12 kg, received
PR; Brazil crossbred (10 - 20 ON DOG one pipette of FRONTLINE SPOT-ON DOGS M (FL) (lot and exp
Ka) Other products date are unknown, topical, btw the shoulder blades} for the first
Sex: F used: no other time, administered by the reporter on 17 Jul 2019 for flea
Sex qualifier: products treatment. Lack of efficacy is suspected because the pet remains
Unknown Route: Topical / with live fleas. There is one dog on the same household that was
Age: 10.00 Year(s) Cutaneous also treated with FL, but with no issue. Environment not treated.
Weight: 12 kg Was the No further information is available.
product used
ok?: Yes
22-Jul-2019  JUAE; Species: Feline 2 2 0 |Product used: 14-Jul-2019 22-4ul-2019 8 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR003443; Breed: Feline FIPRONIL female mixed breed cats (Wicca, 3 years old and 2 kg; Magali, 3
SP; Brazil various breeds SPRAY years old and 2 kg) were treated with FRONTLINE SPRAY
Sex: X Other products (unknown lot, expired product, topical, parts of the body), applied

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex qualifier: used: no other by the reporter on 14 Jul 2019, for flea control. Lack of efficacy is
Unknown products suspected because fleas have been found on the animals.
Age: 3.00 Year(s) Route: Topical / Environment treated with Butox®. FL is applied twice a year since
Weight: 2 - 5 kg Cutaneous date not specified (Jan 2018*). There are 4 more cats in this
Was the household that were also treated with FL and they have no issue,
product used but they were treated with an expired FL (see case 19BR003442).
ok?: No (Low No further information is expected.
dose}
23-Jui-2019  UAE; Species: Canine 1 1 0 |Product used: 2018* 15-Jul-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03445; Breed: Poodle FIPRONIL Nino, a male Poodle of 2 years old and 5.5 kg, received one
SP; Brazil (Miniature) 10%/8 pipette of FRONTLINE PLUS DOGS S (FL) (X 3) (014/18A, exp
Sex: M METHOPRENE date is unknown, topical, btw the shoulder blades) administered by
Sex qualifier: 9% SPOT ON the reporter on 22 Jun 2019 for flea treatment. Lack of efficacy was
Unknown Other products suspected because one live flea was visualized on the pet, an
Age: 2.00 Year(s) used: no other unknown time after product administration. Due to this, another FL
Weight: 5.5 kg products pipette (same presentation and batch number) was applied on 18
Route: Topical / Jul 2018 and Nino remains presenting fleas. Before 22 Jun 2019
Cutaneous FL has been administered monthly, since date not informed
Was the (2018*), with no issue. Environment treated with Butox® every 15
product used days. No further information is available.
ok?: No
(Treatment /
vaccination
program not
respected)
23-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: N/A 23-Jul-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003453; Breed: Canine FIPRONIL via e-mail, one female dog of unknown signalment received
-; Brazil (unknown} SPRAY FRONTLINE SPRAY 100 mL (005/18A, Sep 2020, route and
Sex: F Other products location are unknown), applied by the reporter on date not
Sex qualifier: used: no other specified (Jul 2018*). The owner believes that FL is not working
Unknown products (details were not provided). This is the extent of the information
Age: - Route: unknown available.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
23-Jul-2018  UAE; Species: Canine 1 1 0 [Product used: 18-Jul-2019* 23-Jui-2019* N/A D-D Suspected Adverse Event: As reported by the pet owner, Doritos, a
19BR0O03455; Breed: Yorkshire FIPRONIL male Yorkshire of 6 months old and 3 kg, was treated, for the first
SP; Brazil Terrier 10%/S time, with one vial of FRONTLINE PLUS DOG S (lot and exp date
Sex: M METHOPRENE are unknown, topical, btw the shoulder blades), applied by the
Sex qualifier: 9% SPOT ON reporter on 18 Jul 2018, for flea/tick control. The pet was in good
Unknown Other products health prior to FL and has no history of adverse reactions . On 22
Age: 6.00 used: no other Jul 2018, the pet presented with application site desquamation.
Month(s) products Doritos was bathed, but the symptom is still ongoing. No further
Weight: 3 kg Route: Topical / information is available.
Cutaneous
Was the
product used
ok?: Yes
22-dul-2019  JUAE; Species: Canine 1 1 0 |Product used: 2019* 2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003462; Breed: Canine FIPRONIL SPOT one female dog of unknown signaiment received FRONTLINE (FL}
-; Brazil (unknown) ON DOG (unsubstantiated} (lot, exp date, route and application site
Sex: F Other products unknown), administered on date not informed (2019*) for flea
Sex qualifier: used: no other treatment. Lack of efficacy is suspected because the pet remained
Unknown products with fleas. This is the extent of the information available.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: - Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
24-4ui-2019  UAE; Species: Canine 1 1 0 |Product used: 11-Jul-2018 11-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003463; Breed: Retriever FIPRONIL Oliver, a male Labrador of 2 years old and approximately 28 kg,
PE; Brazil Labrador 10%/8 received 1 dose of FRONTLINE PLUS DOG L (lot and exp date
Sex: M METHOPRENE unknown, topical, btw the shouider blades), administered by the
Sex qualifier: 9% SPOT ON reporter on 11 Jul 2019 for flea and tick treatment. The dog started
Unknown Other products presenting fleas and ticks a few days prior to FL. Lack of efficacy is
Age: 2.00 Year(s) used: no other suspected because the pet owner removes the ectoparasites but
Weight: 28 kg products continues to see new fleas and ticks on his pet. FL was used once
Route: Topical / one year ago with no issue {Jul 2018*). The environment has been
Cutaneous treated weekly with unknown product. No further information is
Was the available.
product used
ok?: Yes
22-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 24-Jun-2019 09-4ul-2019 15 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003464; {Breed: Shih Tzu FIPRONIL one female Shih Tzu of 5.5 kg received FRONTLINE PIPETTE
PR; Brazil Sex: F 10%/S DOGS S (FL) (unsubstantiated) (lot, exp date, route and
Sex qualifier: METHOPRENE application site unknown), administered by the reporter on 24 Jun
Unknown 9% SPOT ON 2019. Lack of efficacy is suspected because 15 days after product
Age: 6.00 Year(s) Other products administration she found 6 fleas on her pet, which was itching
Weight: 5.5 kg used: no other intensely due to the fleas. It is unknown if the dog remains with
products fleas. This is the extent of the information available. UPDATE 25
Route: Topical / JUL 2019 - Meg, a female Shih Tzu of 6 years old and 5.5 kg, was
Cutaneous treated with one vial of FL PLUS DOG S (FL) (lot and exp date are
'Was the unknown, topical, btw the shouider blades), applied by the reporter
product used on 24 Jun 2019, for flea control. 15 days post product application,
ok?: Yes the owner noticed that her pet started scratching herself due to flea
bites. Fleas have been found since 22 Jul 2019. The owner also
complains that her pet developed wounds due flea bites and she is
spending a lot of money with ointment to treat Meg's wounds.
Environment not treated. No further information is available.
24-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 24-Jui-2019 24-Jul-2019 0 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, Kika, a
19BR003467, Breed: Domestic FIPRONIL female Domestic Shorthair cat (crossbred) of 3 months old and 2
RJ; Brazil Shorthair 10%/S kg, received FRONTLINE PLUS CATS (FL} (lot and exp date are
(Crossbreed) METHOPRENE unknown, topical, btw the shoulder blades) for the first time,
Sex: F 12% SPOT ON administered by the reporter on 24 Jul 2019 for ectoparasite
Sex qualifier: Other products prevention. It was not informed if Kika was in good health prior to
Unknown used: no other FL use. Approx. 5-10 minutes post product administration, she
Age: 3.00 products presented with hypersalivation and recovered spontaneously on
Month(s) Route: Topical / the same date, an unknown time later, after the owner ‘removed
Weight: 2 kg Cutaneous the product from her motith’ with the help of a paper towel.
Was the According to the reporter, there is a possibility that some of the
product used product may have dripped down the neck after application
ok?: Yes ‘because the animal is too small’, but is not clear if Kika actually
licked the product. It is unknown if the pet has any history of AEs to
other products in the past. There is 1 cat on the same household
and it has not been treated with FL. No further information is
available.
25-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 2014* 20-Jul-2019 10 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03475; Breed: Yorkshire FIPRONIL Belinha, a female Yorkshire of 6 years old and 4.5 kg, received
ISP Brazil Terrier 10%/S FRONTLINE PLUS DOG S (011/18B, exp date unknown, topical,

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Page 21 of 867
v1.2

ED_005739D_00014390-00028



Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex: F METHOPRENE btw the shoulder blades), administered by the reporter on 10 Jul
Sex qualifier: 9% SPOT ON 2019 for flea and tick control. One tick was found and removed
Unknown Other products from Belinha earlier on the day of the administration. Lack of
Age: 6.00 Year(s) used: no other efficacy is suspected because the owner found one live tick
Weight: 4.5 kg products attached to her pet 10 days after product administration and
Route: Topical / removed it. FL was used in the past with no issue (dose frequency
Cutaneotus - 2 months, date of first administration was not provided - 2014*).
Was the Also, NEXGARD (NG} (unsubstantiated) has been administered to
product used her pet with no issue between the FL administrations . This dog has
ok?: Yes access to the street, is bathed weekly at the pet shop and taken to
a country house often. The environment has not been treated. No
further information is available. UPDATE 26 JUL 2019 — The
mother of the pet owner informed that she continues to see ticks
on Belinha. No further information is expected. UPDATE 1 AUG
2019 - Belinha was taken to the pet shop on 26 Jul 2019 and ticks
were not seen. No further information is expected.
24-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 30-May-2019* 22-Jul-2019 13 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003476; Breed: Lhasa FIPRONIL Barruan, a male Lhasa Apso of 5 months old and 2.1 kg, received
ISP, Brazil Apso 10%/S one pipette of FRONTLINE PLUS DOGS 8 (FL) (lot and exp date
Sex: M METHOPRENE are unknown, topical, btw the shoulder blades) administered by the
Sex qualifier: 9% SPOT ON reporter on 8 Jul 2019 for tick treatment. Ticks were no longer
Unknown Other products seen, however, lack of efficacy is suspected because since 22 Jul
Age: 5.00 used: no other 2019 live fleas are being seen on the pet. FL has been
Month(s) products administered only once in the past, on 30 May 2019*, with no
Weight: 2.1 kg Route: Topical / issue. Environment not treated. No further information is available.
Cutaneous UPDATE 25 Jul 2018 - The pet owner informed via social media
Was the that the environment has been treated with an unknown product
product used and the pet remains with live fleas. No further information is
ok?: Yes available.
25-Jul-2019  UAE; Species: Feline 4 4 0 [Product used: 10-Jul-2019* 10-Jul-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As initially reported by the retail
19BR003478; {Breed: Siamese FIPRONIL SPOT shop staff member and later by the pet owner, 4 female Siamese
ISP; Brazil Sex: F ON CAT cats (Miny, 10 years old and 4 kg; Meg, 5 years old and 5.5 kg;
Sex qualifier: Other products Branca, 5 years old and 6 kg; Cherry, 5 years old and 3.5 kg)
Unknown used: no other received one pipette of FRONTLINE SPOT-ON CATS (FL) (lotis
IAge: 5.00 Year(s) products unknown - there is doubt if it is 007/18 A or 016/18A - and exp date
Weight: 3.5 - 6 kg Route: Topical / is also unknown, topical, btw the shoulder blades) each,
Cutaneous administered by the reporter on 10 Jul 2019*on the cats and they
Was the are itching due to ectoparasite infestation. FL has been applied in
product used the past (dose frequency is unknown), since date not informed
ok?: Yes (2017*), with no issue Environment has been treated with an
unknown product 1 week prior to the FL application. No further
information is available.
26-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 22-Jui-20198 26-4ul-2019 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003483; {Breed: Shih Tzu FIPRONIL Sindi, a female Shih Tzu of 8 years old and 7 kg, was treated with
SP; Brazil Sex: F 10%/S FRONTLINE PLUS DOG S (FL) (lot and exp date are unknown,
Sex qualifier: METHOPRENE topical, btw the shoulder blades), applied by the reporter on 22 Jul
Unknown 9% SPOT ON 2019, for flea treatment. Lack of efficacy is suspected because the
Age: 8.00 Year(s) Other products pet remains with fleas. Environment not treated. FL was applied a
Weight: 7 kg used: no other long time ago (dose frequency is unknown and first application was
products not provided). No further information is expected.
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
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26-Jul-2018  UAE; Species: Feline 2 2 0 (Product used: 16-Jul-2018 16-4ul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003484; Breed: Feline FIPRONIL Nina and Lili, 2 female crossbred cats of 7 months old and 2 kg
RJ; Brazil various breeds SPRAY received FRONTLINE SPRAY (FL) (002/19A, exp date unknown,
Sex: F Other products topical, sprayed 2 times on the neck) for the first time,
Sex qualifier: used: no other administered by the reporter on 16 Jul 2019 for flea treatment.
Unknown products Lack of efficacy is suspected because the pets remain with fleas .
Age: 7.00 Route: Topical / The environment has not been treated. No further information is
Month(s) Cutaneous available.
Weight: 2 kg Was the
product used
ok?: No
(Treatment /
vaccination
program not
respected)
29-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: Jul-2016* 29-dul-2019* 12 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03497; {Breed: Shih Tzu FIPRONIL Nina, a female Shih Tzu of 3 years oid and 6 kg, received one
RJ; Brazil Sex: F 10%/S pipette of FRONTLINE PLUS DOGS S (FL) (007/18A, Jan 2020,
Sex qualifier: METHOPRENE topical, btw the shoulder blades), administered by the reporter on
Unknown 9% SPOT ON 14 Jul 2019 for ectoparasite prevention. Lack of efficacy is
iAge: 3.00 Year(s) Other products suspected because live fleas are being seen on Nina and she is
Weight: 6 kg used: no other itching due to the ectoparasite presence. FL has been applied in
products the past with no issue, every 30-40 days, since ‘the dog was a
Route: Topical / puppy” (Jul 2016*). Nina is usually bathed once a week.
Cutaneous Environment not treated. No further information is available.
Was the
product used
ok?: Yes
26-Jdul-2019  JUAE; Species: Feline 4 4 0 |Product used: 02-Jdul-2019 02-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner
19BR003505; Breed: Feline FIPRONIL SPOT via retail shop, 4 cats {2 males of 6 months to 2 years old; 2
SP; Brazil (unknown) ON CAT females of 2 to 13 years old) received FRONTLINE S8POT-ON CAT
Sex: X Other products (FL) (lot, exp date, route and application site unknown},
Sex qualifier: used: no other administered by the reporter on 2 Jul 2019 for flea control. Lack of
Unknown products efficacy is suspected because the pets remain with fleas. This is
Age: 6.00 Route: unknown the extent of the information available.
Month(s) Was the
Weight: Unknown product used
ok?: Unknown
to Company
30-Jul-2019  UAE; Species: Feline 4 4 0 [Product used: 23-Jui-2019* 30-Jul-2019* 1 Week(s} D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O03507, Breed: Feline FIPRONIL 4 crossbred cats (2 males of 1 to 3 years old and 3 kg; 2 females
SP; Brazil various breeds 10%/8 of 2 years old and 3.5 to 5 kg) received 1 dose of FRONTLINE
Sex: X METHOPRENE PLUS CATS (FL) (lot and exp date unknown, topical, btw the
Sex qualifier: 12% SPOT ON shoulder blades} each, administered by the reporter last week (23
Unknown Other products Jul 2019*) for flea and tick prevention. Lack of efficacy is
Age: 1.00 Year(s) used: no other suspected because she found one flea on each cat on date not
Weight: 3 - 5 kg products informed (30 Jul 2019*). FL was used in the past with no issue
Route: Topical / (dose frequency - 3 months, date of first administration was not
Cutaneous provided). The cats do not have outdoor access and the owner
Was the believes that they got the fleas from pigeons that stay at the
product used rooftop of the house. There are 2 untreated dogs living in this
ok ?: Yes household. The environment has not been treated. No further
information is available.
30-Jul-2019  JUAE; Species: Feline 6 6 0 |Product used: 12-Jul-2019 12-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003508; {Breed: Feline FIPRONIL 6 crossbred cats (1 male and 5 females of 110 1.5 years old and

N/A signifies the information for this field is either not available or not applicable

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
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SP; Brazil various breeds 10%/S 3.5 10 5 kg received 1 dose of FRONTLINE PLUS CATS (FL) (lot
Sex: X METHOPRENE and exp date unknown, topical, btw the shoulder blades) each, for
Sex qualifier: 12% SPOT ON the first time, administered by the reporter on 12 Jul 2019 for flea
Unknown Other products treatment. They started presenting fleas one week prior to FL.
Age: 1.00 Year(s) used: no other Lack of efficacy is suspected because the cats remain with big
Weight: 3.5 - 5 kg products fleas. The animals do not have access to the street but they have
Route: Topical / access to the rooftop of the house. The environment was treated
Cutaneous once with Butox® one day prior to FL. No further information is
Was the available.
product used
ok?: Yes
20-4ul-2019  JUAE; Species: Canine 1 1 0 |Product used: 12-Jul-2019 12-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003510; Breed: Retriever FIPRONIL Luck, a male Golden Retriever of 1.3 years old and 45 kg, received
PR; Brazil (Golden) 10%/S 1 dose of FRONTLINE PLUS DOG XL (008/18A, exp date Feb
Sex: M METHOPRENE 2020, topical, btw the shoulder blades), administered by the
Sex qualifier: 9% SPOT ON reporter on 12 Jul 2019 for flea treatment. The dog started
Unknown Other products presenting fleas 15 days prior to FL. Lack of efficacy is suspected
Age: 1.30 Year(s) used: no other because the pet has more fleas than before treatment. Also, the
Weight: 45 kg products product presented unusual consistency (similar to egg white) and
Route: Topical / did not spread over the skin like it usually does, so TPC case was
Cutaneous reported on GOTrack (PRID 468740). FL was used in the past with
Was the no issue (dose frequency - 2 months, date of first administration
product used was not provided - Jun 2018*). The environment has been treated
ok?: Yes with MyPet®. No further information is available. UPDATE 7 Aug
2019 - Four pictures were received. No further information is
available.
12-AUG-19 QA resuits received: Investigation completed for
FIPRONIL 10%/S METHOPRENE 9% SPOT ON Lot# 008/18A,
expiry 2020-02-29. Case investigated by France - Toulouse.
Final complaint evaluation A product quality complaint for
FRONTLINE PLUS DOG XL, batch number 008/18A was received
by BIAH QA on the 30th of July 2019. The complaint description is:
LOE and abnormal product consistency. This is the first complaint
for this batch.The complaint sample is not received and pictures
are not attached to this case.Not reviewed : the retention sample is
stored for identification purposes. Therefore, it is not applicable to
this kind of defect.Batch record review: Batch record review: S606
Manufacturing date: 12/03/2018
Expiry date: NA. Manufacturing quantity: 2399 liters Associated
deviation{s}: No deviation associated to this batch. Change control
associated: This batch was not concerned by any change control.
Observation(s). No observation associated to this batch
Results of QC testing: Conform at specifications. All parameters
verified during manufacturing of this batch of bulk are
28-4ul-2019  JUAE; Species: Canine 1 1 0 |Product used: 22-4ul-2019 22-4ul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003513; {Breed: Maltese FIPRONIL SPOT Jade, a female Maltese of 1.9 years old and 5.8 kg, received 1
ISP; Brazil Sex: F ON DOG dose of FRONTLINE SPOT-ON DOGS 8 (lot and exp date
Sex qualifier: Other products unknown, topical, btw the shoulder blades), administered by the
Unknown used: no other reporter on 22 Jul 2019 for itch treatment. Lack of efficacy is
Age: 1.90 Year(s) products suspected because the pet is still itching. No ectoparasites were
Weight: 5.8 kg Route: Topical / visualized before or after product administration, however the
Cutaneous owner believes that Jade may have fleas or ticks. FL was used for
'Was the the same reason in the past with no issue (dose frequency is
product used unknown and date of first administration was not provided). The
ok?: No dog is bathed weekly. The environment has been treated with
(Indication not unknown product. No further information is available.
indicated /

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
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recommended}
29-dul-2019  JUAE; Species: Feline 4 4 0  |Product used: 20-Jun-2019 20-Jun-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 6
19BR003524; Breed: Feline FIPRONIL cats of unknown signalment received FRONTLINE PLUS CATS
SP; Brazil various breeds 10%/8 (FL) (lot, exp date, route and location are unknown) administered
Sex: X METHOPRENE by the reporter on 20 Jun 2019 for flea treatment. Lack of efficacy
Sex qualifier: 12% SPOT ON is suspected because since product administration live fleas are
Unknown Other products still appearing on the cats. According to the reporter, the animals
Age: 5.00 Year(s) used: no other don't have outdoor access. This is the extent of the information
Weight: 5 kg products available for now. UPDATE 2 AUG 2019 - The pet owner informed
Route: Topical / that 4 crossbred cats (2 males and 2 females, approximately 5 to
Cutaneous 10 years old and 5 kg) received FL (lot and exp date unknown,
Was the topical, btw the shoulder blades) on 20 Jun 2019 for flea treatment.
product used They started presenting fleas approximately 1.5 months prior to FL.
ok ?: Yes The cats remain with fleas. FL was used a few years ago with no
issue (dose frequency is unknown and date of first administration
was not provided - 2015*). The environment has not been treated.
Related case reported on 19BR003564. No further information is
expected.
31-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 01-Jul-2019* 30-Jul-2019 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003528; Breed: Small FIPRONIL Laica, a female small crossbred dog of 7 years old and 10 kg,
SP; Brazil crossbred (<10 SPRAY received FRONTLINE SPRAY 250 mL (001/18, Apr 2020, topical,
Kg) Other products whole body), applied by the reporter weekly since the beginning of
Sex: F used: no other the month (1 Jul 2019* to 29 Jul 2018%), for flea treatment. Lack of
Sex qualifier: products efficacy is suspected because the pet remains with fleas.
Unknown Route: Topical / Environment treated with an unknown product. FL was applied in
IAge: 7.00 Year(s) Cutaneous the past with no issue (Jan 2018*). Similar case reported on
Weight: 10 kg Was the 19BR0O03529. No further information is expected.
product used
ok?: No
(Treatment /
vaccination
program not
respected)
31-J4ul-2019  JUAE; Species: Feline 2 2 0 |Product used: 01-Jul-2019* 30-Jul-2019 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003529; Breed: Feline FIPRONIL two female mixed breed cats (Jeniffer, 4 years old and 5 kg;
SP; Brazil various breeds SPRAY Lindinha, 6 years old and 4 kg}, received FRONTLINE SPRAY 250
Sex: F Other products mL (001/18, Apr 2020, topical, whole body), applied by the reporter
Sex qualifier: used: no other weekly since 1 Jul 2019*, for flea treatment. Lack of efficacy is
Unknown products suspected because the pet remains with fleas. Environment
Age: 4.00 Year(s) Route: Topical / treated with an unknown product. FL was applied in the past with
\Weight: 4 - 5 gms Cutaneous no issue (Jan 2018*%). Similar case reported on 19BR003528. No
Was the further information is expected.
product used
ok?: No
(Treatment /
vaccination
program not
respected)
31-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 15-4ul-2019 19-4ul-2019 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03530; {Breed: Shih Tzu FIPRONIL Pablo, a male Shih Tzu of 2 years old and 8 kg, received one
AM; Brazil Sex: M 10%/S pipette of FRONTLINE PLUS DOGS S (FL} (lot and exp date are
Sex qualifier: METHOPRENE unknown, topical, btw the shoulder blades), administered by the
Unknown 9% SPOT ON retail shop staff member on 15 Jul 2019 for tick treatment. Lack of
Age: 2.00 Year(s) Other products efficacy is suspected because since 19 Jul 2019 live ticks returned
Weight: 8 kg used: no other to be seen on the pet. According to the reporter, the ticks use to be

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
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products manually removed whenever they are seen. FL has been applied
Route: Topical / only 2 times in the past (Sep 2018 and Jan 2019), with no issue.
Cutaneous Pablo use to be taken to a pet shop once a month for being
Was the bathed/groomed. Environment were treated with Barrage® and
product used Butox®. No further information is available.
ok?: Yes
31-dul-2019  JUAE; Species: Canine 3 3 0 |Product used: 04-Jul-2019 31-4ul-2019 27 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003535; Breed: Shih Tzu FIPRONIL three Shih Tzus (Julie, female, 3 years old and 3 kg; Nick, male, 10
ISP; Brazil Sex: X 10%/S years old and 5.5 kg; Luck, male, approximately 4 years old and 6
Sex qualifier: METHOPRENE kg) were treated, for the first time, with one vial of FRONTLINE S
Unknown 9% SPOT ON (unknown if it was SPOT-ON or PLUS) (lot and exp date are
IAge: 3.00 Year(s) Other products unknown, topical, btw the shoulder blades), applied on each dog
Weight: 3 - 6 kg used: no other by the reporter around 4 Jul 2019, for tick treatment. Tick
products infestation one week prior to FL. After product application, the
Route: Topical / owner still sees live ticks of all sizes from her pets. She manually
Cutaneous removes around 10 - 15 ticks every day. Ticks are also seen in the
'Was the environment, which has not been treated. The animals have daily
product used outdoor access. In addition, the owner also reported that Julie was
ok?: Yes apathetic for 20 days, but she is not sure if it was due to FL.
application (see case 19BR003536). No further information is
expected.
31-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 04-Jul-2019 07-Jul-2019* 3 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, Julie, a
19BR003536; {Breed: Shih Tzu FIPRONIL female Shih Tzu of 3 years old and 3 kg, was treated, for the first
ISP; Brazil Sex: F 10%/S time, with one vial of FRONTLINE S (unknown if it was SPOT-ON
Sex qualifier: METHOPRENE or PLUS) (lot and exp date are unknown, topical, btw the shoulder
Unknown 9% SPOT ON blades), applied by the reporter around 4 Jut 2019, for tick
Age: 3.00 Year(s) Other products treatment. Tick infestation one week prior to FL. After product
\Weight: 3.000 kg used: no other application (time to onset is unknown}, Julie started presenting
products apathy for 20 days, but the owner is not sure if it was due to FL
Route: Topical / application. However, the vet stated that was not due to FL. Other
Cutaneous details were not provided. SLOE case reported on 19BR003535.
'Was the No further information is expected.
product used
ok?: Yes
31-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 22-4ul-2019 22-Jul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BRO03537; {Breed: Shih Tzu FIPRONIL Nina, a female Shih Tzu of 55 days old and 1.2 kg, received
RS; Brazil Sex: F SPRAY FRONTLINE SPRAY (FL) (005/18A, exp date unknown, fopical,
Sex qualifier: Other products whole body) for the first time, administered by the veterinarian on
Unknown used: 22 Jul 2019 and 25 Jul 2019 for flea treatment. The dog started
Age: 55.00 Day(s) IAFOXOLANER presenting fleas one day before first administration. Nina continued
Weight: 1.2 kg 11.3 MG to have fleas, soc NEXGARD (NG} (unsubstantiated) (lot and exp
CHEWABLE date unknown) was administered orally for the first time by the
TABLETS; reporter on date not informed (28 Jul 2019*). Lack of efficacy is
suspected because the pet remains with fleas. There is a dog that
Route: Topical / was treated with NG and has no fleas living in this household. The
Cutaneous environment has been treated with Butox®. No further information
'Was the is available.
product used
ok?: No
(Treatment /
vaccination
program not
respected)
31-dul-2019  JUAE; Species: Feline 3 3 0 |Product used: 27-4ul-2019 27-4ul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003539; Breed: Feline FIPRONIL 3 cats (Bebelha, female crossbred of 3 years old and 5 kg; Fia,

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
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SP; Brazil various breeds 10%/S female crossbred of 3 years old and 5 kg; Bebe, male Persian of 5
Sex: X METHOPRENE years old and 5 kg) received 1 dose of FRONTLINE PLUS CATS
Sex qualifier: 12% SPOT ON (FL) (lot and exp date unknown, topical, btw the shoulder blades)
Unknown Other products each, administered by the reporter on 27 Jul 2019 for flea
Age: 3.00 Year(s) used: no other treatment. Lack of efficacy is suspected because the pets remain
Weight: 5 kg products with fleas, apparently in greater quantity than before treatment. The
Route: Topical / owner also visualizes flea feces on the animals. The cats do not
Cutaneous have outdoor access. The environment has not been treated.
Was the Related case reported on 19BRG03540. No further information is
product used available.
ok?: Yes
31-J4ul-2019  JUAE; Species: Canine 1 1 0 |Product used: 30-Apr-2019* 30-Apr-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03540; Breed: German FIPRONIL Hidra, a female German Shepherd of 7 years old and 29 kg
ISP, Brazil Shepherd Dog 10%/S received FRONTLINE PLUS DOG L (FL) (lot, exp date, route and
Sex: F METHOPRENE application site unknown), administered by the reporter 3 months
Sex qualifier: 9% SPOT ON ago (30 Apr 2019%) for flea treatment. The owner does not know if
Unknown Other products she applied the product correctly. Lack of efficacy is suspected
Age: 7.00 Year(s) used: no other because the pet remained with fleas. An unknown product was
Weight: 29 kg products administered to the dog on date not informed and no more fleas
Route: unknown were visualized. The environment has been treated by a
Was the specialized company every 3 months (date of the last treatment is
product used unknown). Related case reported on 19BR003539. No further
ok?: Unknown information is available.
to Company
01-Aug-2019 JUAE; Species: Canine 4 4 0 |Product used: N/A 01-Aug-2019 15 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 4
19BR003542; Breed: Canine FIPRONIL SPOT dogs of unknown signalment were treated with FRONTLINE
-; Brazil (unknown) ON DOG SPOT-ON (unsubstantiated) (lot, exp date, route and location are
Sex: U Other products unknown), applied by the reporter on 17 Jul 2019, for flea
Sex qualifier: used: no other treatment. Lack of efficacy is suspected because the pet remains
Unknown products with fleas. This is the extent of the information available.
Age: - Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
30-dul-2019  JUAE; Species: Feline 1 1 0 |Product used: 28-Jul-2019 28-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003543; Breed: Feline FIPRONIL SPOT one cat of unknown signalment received FRONTLINE SPOT-ON
-; Brazil (unknown) ON CAT (FL) (unsubstantiated) (lot and exp date unknown, topical, btw the
Sex: U Other products shoulder blades), administered on 28 Jul 2019 for flea treatment.
Sex qualifier: used: no other Lack of efficacy is suspected because the pet remains with live
Unknown products fleas over 48 hours after product administration. This is the extent
Age: - Route: Topical / of the information available.
Weight: Unknown Cutaneous
Was the
product used
ok?: Unknown
to Company
01-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 03-Jul-2019 01-Aug-2019 29 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003545; Breed: Poodle FIPRONIL Mel, a female Poodle of 5 years old and 3.6 kg, was treated, for the
ISP; Brazil (Miniature) 10%/S second time, with one vial of FRONTLINE PLUS DOG S (FL) (lot
Sex: F METHOPRENE and exp date are unknown, topical, biw the shoulder blades),
Sex qualifier: 9% SPOT ON applied by the reporter on 3 Jul 2019, for flea and tick treatment.
Unknown Other products Fleas have died. However, every day the owner finds ticks
iAge: 5.00 Year(s) used: no other (‘cayenne ticks' and another type of tick) on her dog. Environment
Weight: 3.6 kg products not treated. The dog is mainly indoors but has access to the front

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy

legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Route: Topical / yard. FL was applied for the first time one year ago (Jul 2018*). No
Cutaneous further information is expected.
Was the
product used
ok?: Yes
01-Aug-2019 [UAE; Species: Canine 1 1 0 |Product used: 2007* 31-4ul-2019 1 Week(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03547, Breed: Poodle FIPRONIL Mel, a female Poodle of 12 years old and 10 kg, has been
SP; Brazil (Miniature}) SPRAY receiving FRONTLINE SPRAY 100 ML (FL) (002/18, Jun 2020,
Sex: F Other products topical, whole body; low dose}, administered by the reporter every
Sex qualifier: used: no other 7-15 days (last application date: 24 Jul 2019) for ectoparasite
Unknown products prevention. The same bottle is being used since 1 Jul 2019* so it is
IAge: 12.00 Year(s) Route: Topical / possible to presume that the product was underdosed. Lack of
Weight: 10 kg Cutaneous efficacy is suspected because on 31 Jul 2019 live fleas and skin
'Was the wounds due to the flea bites’ started to be seen on the pet.
product used According to the owner, Mel has flea allergy dermatitis. FL has
ok?: No been applied in the past with no issue, on the same dose
(Treatment / frequency, since the dog was a puppy (2007*), always after being
vaccination bathed. Environment not treated. No further information is
program not available.
respected)
02-Aug-2019 JUAE; Species: Feline 4 4 0 |Product used: 24-J4ul-2019 24-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003551; Breed: Feline FIPRONIL SPOT 4 crossbred cats (3 females and 1 male, 7 months to 6 years old
SP; Brazil various breeds ON CAT and 3 to 9 kg) received 1 dose of FRONTLINE SPOT-ON CAT
Sex: X Other products (FL) (lot and exp date unknown, topical, btw the shoulder blades)
Sex qualifier: used: no other each, administered by the reporter on 24 Jul 2019 for flea
Unknown products treatment. The cats started presenting fleas 2 weeks prior to
Age: 7.00 Route: Topical / product administration. Lack of efficacy is suspected because the
Month(s) Cutaneous pets remain with fleas. FL was used in the past with no issue (dose
Weight: 3 - 9 kg Was the frequency - 2 months, date of first administration was not
product used provided). The environment has been treated with Butox®. No
ok?: Yes further information is available.
30-dul-2019  JUAE; Species: Canine 1 1 0  |Product used: Dec-2018* Dec-2018* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003554; {Breed: Shih Tzu FIPRONIL SPOT Pingo, a male Shih Tzu born on 10 Nov 2018, received
SP; Brazil Sex: M ON DOG FRONTLINE (FL) (unsubstantiated) (lot, exp date, route and
Sex qualifier: Other products application site unknown), administered on date not informed (Dec
Unknown used: no other 2018*) for tick treatment. Lack of efficacy is suspected because the
Age: 7.00 Week(s) products pet remained with ticks. The dog received NEXGARD (11.3 mg)
Weight: Unknown Route: unknown (lot and exp date unknown) on date not specified (10 Jan 2018*)
Was the and no more ticks were reported. Related cases reported on
product used 19BR003485 and 19BR0O03555. No further information is available.
ok?: Unknown
to Company
01-Aug-2019 JUAE; Species: Feline 3 3 0 |Product used: 25-Apr-2019* { 25-Apr-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003558; Breed: Feline FIPRONIL via e-mail, 3 cats of unknown signalment received FRONTLINE
SP; Brazil various breeds 10%/S PLUS (unsubstantiated) (lot, exp date, route and location are
Sex: X METHOPRENE unknown}), applied by the reporter one month ago (1 Jul 2019 -
Sex qualifier: 12% SPOT ON estimated date) and recently (30 Jul 2019 - estimated date). Lack
Unknown Other products of efficacy is suspected because the animals keep itching
Age: 8.00 Year(s) used: no other themselves so much that they are hairless. FL has been applied
\Weight: 2 - 3.5 kg products since date not specified with no issue (dose frequency is unknown
Route: Topical / and first administration was not provided - 2018*). This is the
Cutaneous extent of the information available. UPDATE 5 AUG 2019 - The
Was the owner informed that her cats (Otavio, male crossbred of 8 years
product used old and 3.5 kg; Mimi, female Siamese of 8.5 years old and 2 kg;
ok?: No Lili, female crossbred of 8 years old and 2.5 kg) received 1 dose of

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
(Treatment / FRONTLINE PLUS CATS (lot and exp date unknown, topical, btw
vaccination the shoulder blades) each, approximately 3 months ago (25 Apr
program not 2019*) for fiea treatment. Another application of FL was made on
respected) 25 Jul 2019. Lack of efficacy is suspected because the cats remain
with fleas and itching due to the flea infestation. FL was used in the
past with no issue (dose frequency - 3 months, date of first
administration was not provided - 2011*). The environment has not
been treated. No further information is expected.
01-Aug-2019 JUAE; Species: Canine 7 7 0  |Product used: 28-Jun-2019 28-Jun-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 7
19BR003561; {Breed: Pekingese FIPRONIL mixed Pekingeses from 45 days old to 1.2 years old and approx.
ISP; Brazil Sex: X SPRAY 600 grams to 3 kg, received FRONTLINE SPRAY 100 ML
Sex qualifier: Other products (FRONTLINE) (lot and exp date are unknown, topical, whole body
Unknown used: no other except the head) administered by the reporter on 28 Jun 2019 (first
Age: 45.00 Day(s) products administration date} and 26 Jul 2019 for tick treatment. Lack of
Weight: 0.5 - 3 kg Route: Topical / efficacy is suspected because the dogs remain with live ticks .
Cutaneous Environment treated with an unknown product. No further
'Was the information is available.
product used
ok?: No
(Treatment /
vaccination
program not
respected)
29-Jul-2019  UAE; Species: Feline 2 2 0 [Product used: 20-Jun-2019 20-Jun-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003564; Breed: Feline FIPRONIL 2 crossbred cats (Lua, female of 3 years old and 3 kg; Floc, male
ISP; Brazil various breeds 10%/S of 7 months old and 3 kg) received 1 dose of FRONTLINE PLUS
Sex: X METHOPRENE CATS (FL) (lot and exp date unknown, topical, btw the shoulder
Sex qualifier: 12% SPOT ON blades) each, for the first time, administered by the reporter on 20
Unknown Other products Jun 2019 for flea treatment. They started presenting fleas
Age: 7.00 used: no other approximately 1.5 months prior to FL. Lack of efficacy is suspected
Month(s) products because the pets remain with fleas. The cats do not have outdoor
Weight: 3 kg Route: Topical / access. The environment has not been treated. Related case
Cutaneous reported on 19BR003524. No further information is available.
Was the
product used
ok?: Yes
04-Aug-2019 UAE; Species: Canine 1 1 0 [Product used: 25-Jul-2019 25-Jul-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003568; Breed: Large FIPRONIL via social media, one dog of unknown signalment received
SP; Brazil crossbred (>20 10%/S FRONTLINE (unsubstantiated; lot, exp date, route and location are
Ka) METHOPRENE unknown} administered by the reporter on date not informed (Jul
Sex: M 9% SPOT ON 2019*) for flea treatment. Lack of efficacy is suspected because
Sex qualifier: Other products live fleas remained being visualized post FL. Due to this, an
Unknown used: no other unknown product was administered to the animal, however, it was
Age: 10.00 Year(s) products not informed if the ectoparasite infestation stopped. Environment
Weight: 40 kg Route: Topical / treated with an unknown product. This is the extent of the
Cutaneous information available for now. UPDATE 8 Aug 2019 — The pet
Was the owner was contacted and reported that Mike, a male crossbred
product used dog of 10 years old and 40 kg, received FRONTLINE PLUS DOGS
ok?: Yes XL (FL) (lot and exp date are unknown, topical, btw the shoulder

blades) administered on 25 Jul 2019 for flea treatment. Lack of
efficacy was suspected because live fleas were still being found on
the pet after product administration. Due to this, on 27 Jul 2019
Nexgard® was administered and since 29 Jul 2019 Mike is no
longer presenting fieas. According to the reporter, Mike use to be
taken for a walk at the park sometimes. Environment has been

simultaneously treated with Neocid®. No further information is

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
available.
06-Aug-2019 (UAE; Species: Canine 1 1 0 [Product used: 22-Jul-2019* 22-Jui-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03597, Breed: Medium FIPRONIL SPOT Nina, a female crossbred dog of 5 years old and 13.5 kg, received
RJ; Brazil crossbred (10 - 20 ON DOG one pipette of FRONTLINE SPOT-ON DOGS M (FL} (lot and exp
Kg) Other products date are unknown, topical, btw the shoulder blades), administered
Sex: F used: no other by the reporter on approx. 22 Jul 2019* for flea treatment. Lack of
Sex qualifier: products efficacy is suspected because live fleas are still being seen on
Unknown Route: Topical / Nina, specially on her belly. The pet owner eventually catches the
IAge: 5.00 Year(s) Cutaneous fleas from the animal. Approx. 2-3 days after product
Weight: 13.5 kg Was the administration (25 Jul 2018*), Nina was bathed with unknown
product used product. FL has been applied only once in the past, on Feb 2019,
ok?: Yes with no issue. Environment not treated. No further information is
available.
07-Aug-2019 (UAE; Species: Feline 2 2 0 [Product used: May-2019 04-Aug-2019* 30 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR0O03599; Breed: Domestic FIPRONIL male Domestic Shorthair cats (crossbred) (Fofico, 4 years old and
SP; Brazil Shorthair 10%/S 5.6 kg; Miguel, 3 years old and 3.8 kg) received one pipette of
(Crossbreed) METHOPRENE FRONTLINE PLUS CATS (FL) (lot and exp date are unknown,
Sex: M 12% SPOT ON topical, btw the shoulder blades) each, administered by the
Sex qualifier: Other products reporter on 15 Jul 2019* (estimated) for flea treatment. Lack of
Unknown used: no other efficacy is suspected because 20 days after product administration
Age: 3.00 Year(s) products (4 Aug 2019*) live fleas started to be seen on the pets again.
Weight: 3.8 -5.6 Route: Topical / Same issue occurred after the previous FL application performed
kg Cutaneous on May 2018 (first administration date). Environment treated with
Was the an unknown product. No further information is available.
product used
ok?: Yes
07-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 05-Jul-2019 05-Jul-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03601; Breed: Domestic FIPRONIL Leona, a female Domestic Shorthair cat (crossbred) of 22 months
RJ; Brazil Shorthair 10%/S old and 5.5 kg, received one pipette of FRONTLINE CATS (FL)
(Crossbreed) METHOPRENE (unsubstantiated; lot and exp date are unknown, topical, btw the
Sex: F 12% SPOT ON shoulder blades) administered by the reporter on 5 Jul 2018 for
Sex qualifier: Other products flea treatment. Lack of efficacy is suspected because live fleas are
Unknown used: no other still seen on the pet since approx. product administration. FL has
Age: 22.00 products been applied only once in the past (Jun 2018*), with no issue. The
Month(s) Route: Topical / cat use to be bathed once a week. Environment not treated.
Weight: 5.5 kg Cutaneous Similar case reported on 19BR003602. No further information is
'Was the available.
product used
ok?: Yes
07-Aug-2019 (UAE; Species: Canine 1 1 0 [Product used: 05-Jul-2019 05-Jui-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03602; Breed: Small FIPRONIL Belinha, a female crossbred dog of 8 years old and 8.5 kg,
RJ; Brazil crossbred (<10 10%/S received one pipette of FRONTLINE PLUS DOGS S (FL) (lot and
Kg) METHOPRENE exp date are unknown, topical, btw the shoulder blades)
Sex: F 9% SPOT ON administered by the reporter on 5 Jul 2019 for flea treatment. Lack
Sex qualifier: Other products of efficacy is suspected because live fleas are still seen on the pet
Unknown used: no other since approx. product administration. FL has been applied only
IAge: 8.00 Year(s) products once in the past (Jun 2018*), with no issue. The dog use to be
\Weight: 8.5 kg Route: Topical / bathed once a week. Environment not treated. Similar case
Cutaneous reported on 19BR0O03601. No further information is available.
Was the
product used
ok?: Yes
07-Aug-2019 [UAE; Species: Feline 2 2 0 [Product used: 30-Jui-2019 Jan-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR0O03605; lBreed: Domestic FIPRONIL Domestic Shorthair cats (crossbred) ( Tigréo, male, 3.9 years old, 3

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
SP; Brazil Shorthair SPRAY kg; Nina, female, 2.5 years old, 4.5 kg) received FRONTLINE
(Crossbreed) Other products SPRAY 250 ML (FL SPRAY) (003/18, exp date is unknown, topical,
Sex: X used: FIPRONIL whole body) for the first time, administered by the reporter on 30
Sex qualifier: 10%/S Jul 2018 for flea treatment. Lack of efficacy was suspected
Unknown METHOPRENE because the cats remained with live fleas. On 7 Aug 2019 the
Age: 2.50 Year(s) 12% SPOT ON; reporter gave them a bath with an unknown product because 'their
Weight: 3 - 4.5kg Comfortis®; fur were dirty'. Also on that date, after bathing the animals, FL
Unknown SPRAY was applied again (same route and location} and lack of
shampoo/soap efficacy remains suspected because live fleas are still being
non visualized on both cats. FRONTLINE PLUS CATS (FL PLUS) (lot,
ectoparasiticide; exp date, route and location are unknown) was being administered
to each cat, every 30 days ‘since beginning of the year’ (Jan to May
Route: Topical / 2019* - estimated), and same issue occurred (according to the
Cutaneous reporter, none of the applications were effective and the flea
Was the infestation persisted). Due to this, Comfortis® was administered on
product used date not informed (Jun 2018*) and the flea infestation kept cngoing
ok?: No on the pets as wel. Finally, FLL SPRAY has been administered,
(Treatment / whithout success, on the dates previously mentioned on this
vaccination report. Environment has been treated with Butox® and Pulgoff®.
program not No further information is available.
respected)
08-Aug-2019 JUAE; Species: Canine 1 1 Product used: 30-dul-2019 30-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003606; Breed: Poodie FIPRONIL Bout, a male Pocdle of 9 years old and 8 kg, received 1 dose of
ISP; Brazil (Toy) 10%/S FRONTLINE PLUS DOG S (022/18A, exp date unknown, topical,
Sex: M METHOPRENE btw the shoulder blades), administered by the reporter on 30 Jul
Sex qualifier: 9% SPOT ON 2019 for flea treatment. The dog started presenting fleas 2t0 3
Unknown Other products months priorto FL. Lack of efficacy is suspected because the pet
Age: 9.00 Year(s) used: no other remains with a high quantity of fleas. The owner removes the fleas
Weight: 8 kg products and new fleas appear on the animal. She believes that Bout is
Route: Topical / getting the fleas during his walks. The dog is bathed weekly at
Cutaneous home. FL was used once 7 or 8 months ago (Jan 2018*). The
Was the environment has not been treated. No further information is
product used available.
ok?: Yes
08-Aug-2019 UAE; Species: Canine 1 1 Product used: 08-Aug-2019 08-Aug-2019 0 Day(s) D-C Suspected Adverse Event: As reported by the pet owner,
19BR003612; {Breed: Beagle FIPRONIL Capitulina, a female Beagle of 11 months old and 8 kg, received
RJ; Brazil Sex: F SPRAY FRONTLINE SPRAY 100 ML (FL) (003/17, Jan 2019 — expired,
Sex qualifier: Other products topical, back) administered by the reporter on 8 Aug 2019 for
Unknown used: no other ectoparasite prevention. Shortly before the product administration,
Age: 11.00 products the dog had just taken a bath at the pet store and came back
Month(s) Route: Topical / home ‘presenting a strange behaviour'. The pet owner also noticed
Weight: 8 kg Cutaneous a swelling and erythema in the pet’s mouth, which ‘looked like a
'Was the wound’. Two minutes after FL administration, Capitulina
product used experienced extreme agitation, eye swelling, panting, vomiting
ok?: No (approx. 2 episodes), anorexia and she also began to compulsively
(Treatment / lick the fioor. According to the reporter, Capitulina did not lick her
vaccination coat after FL administration and due to this the owner did not
program not attribute the experienced symptoms to the product. She suspects
respected) that the dog may have eaten something different at the pet store or

may have been gagged by some pet store employee. Capitulina
was taken to the vet clinic and received fluid therapy, antitoxic
medication, antiallergic medication and activated charcoal for
treatment. Although symptoms have improved, the pet is currently
under treatment with Celestamine®. FL has been administered
monthly, with no issue, since date not informed (2018%). ltis
unknown if there is any history of AEs to other products in the past.

No further information is available.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
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and Country of § & § Started
Occurrence #* ** *
|
09-Aug-2019 [(UAE; Species: Canine 1 0 [Product used: 05-Aug-2019 05-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003621; Breed: Small FIPRONIL Bolinha, a female smali crossbred dog of 8 years old and 8.8 kg,
RJ; Brazil crossbred (<10 10%/S received 1 dose of FRONTLINE PLUS DOG S (lot and exp date
Kg) METHOPRENE unknown, topical, btw the shoulder blades), administered by the
Sex: F 9% SPOT ON reporter on 5 Aug 2019 for flea treatment. The animal started
Sex qualifier: Other products presenting fleas 1 week prior to FL, after the cat that lives in this
Unknown used: no other house went to the neighbor's house and returned with fleas (see
Age: 8.00 Year(s) products case 19BR003622). Lack of efficacy is suspected because the pet
Weight: 8.8 kg Route: Topical / remains with fleas and itching due to the flea infestation. FL was
Cutaneous used once in the past with no issue (date not informed - 2018*).
'Was the The environment has not been treated. No further information is
product used available.
ok?: Yes
09-Aug-2019 JUAE; Species: Feline 1 1 0 |Product used: 05-Aug-2019 05-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003622; Breed: Feline FIPRONIL Fiona, a female crossbred cat of 2 years old and 5.5 kg, received 1
RJ; Brazil various breeds 10%/8 dose of FRONTLINE PLLUS CATS (lot and exp date unknown,
Sex: F METHOPRENE topical, btw the shoulder blades), administered by the reporteron 5
Sex qualifier: 12% SPOT ON Aug 2019 for flea treatment. The animal started presenting fleas 1
Unknown Other products week prior to FL, after the she went to the neighbor's house. Lack
Age: 2.00 Year(s) used: no other of efficacy is suspected because the pet remains with fleas and
Weight: 5.5 kg products itching due to the flea infestation. FL was used once in the past
Route: Topical / with no issue (date not informed - 2018*). The environment has not
Cutaneous been treated. Related case reported on 19BR003621. No further
Was the information is available.
product used
ok?: Yes
12-Aug-2019  UAE; Species: Canine 1 1 0 |Product used: 17-Jul-2018 17-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003623; Breed: Rottweiler FIPRONIL Ursa, a female Rottweiler of 11 years old and 60 kg, received 1.5
PR; Brazil Sex: F 10%/S doses of FRONTLINE PLUS DOG XL (032/17B, exp date
Sex qualifier: METHOPRENE unknown, topical, 1 pippete btw the shoulder blades and 1/2
Unknown 9% SPOT ON pippete on the tail region), administered by the reporter on 17 Jul
Age: 11.00 Year(s) Other products 2019 for flea treatment. The dog started presenting fleas 10 days
Weight: 60 kg used: no other prior to FL. Lack of efficacy is suspected because the pet remains
products with fleas. FL was used in the past with no issue (dose frequency -
Route: Topical / 3 months, date of first administration was not provided — 2017*).
Cutaneous The environment has not been treated. No further information is
'Was the available.
product used
ok?: No
(Treatment /
vaccination
program not
respected)
09-Aug-2019 [(UAE; Species: Feline 3 3 0 [Product used: 02-Aug-2019* | 02-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003627; Breed: Feline FIPRONIL via e-mail, 3 cats of unknown signalment received FRONTLINE
-; Brazil (unknown) 10%/S (unsubstantiated; lot, exp date, route and location are unknown)
Sex: U METHOPRENE administered by the reporter on 2 Aug 2019* for flea treatment.
Sex qualifier: 12% SPOT ON Lack of efficacy is suspected because live fleas are still being seen
Unknown Other products on the pets and they are still itching due to the ectoparasite
Age: - used: no other presence. FL has been applied only once in the past, on date not
Weight: Unknown products informed, with no issue. This is the extent of the information
Route: unknown available for now.
Was the
product used
ok?: Unknown

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
to Company
12-Aug-2019  UAE; Species: Canine 1 1 0  |Product used: 08-Aug-2019 08-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003630; Breed: Small FIPRONIL Flor, a female small crossbred dog of 4 months old and 6 kg,
RJ; Brazil crossbred (<10 10%/S received FRONTLINE PLUS DOG S (022/18A, exp date unknown,
Ka) METHOPRENE topical, btw the shoulder blades), administered by a family member
Sex: F 9% SPOT ON on 8 Aug 2019 for flea treatment. The dog started presenting fleas
Sex qualifier: Other products 1 month prior to FL. Lack of efficacy is suspected because the pet
Unknown used: no other remains with fleas. FL was used in the past with no issue (dose
Age: 4.00 products frequency is unknown and date of first administration was not
Month(s) Route: Topical / provided). The environment has not been treated. No further
Weight: 6 kg Cutaneous information is available.
Was the
product used
ok?: Yes
12-Aug-2019 JAE; Species: Feline 1 1 0 [Product used: 10-Aug-2019 10-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003631; Breed: Feline FIPRONIL Maria, a female crossbred cat of 2 kg, received 1 dose of
SP; Brazil various breeds 10%/S FRONTLINE PLUS CATS (lot and exp date unknown, topical,
Sex: F METHOPRENE ears) for the first time, administered by an unknown person on 10
Sex qualifier: 12% SPOT ON Aug 2019 for flea treatment. Another application of FL (lot and exp
Unknown Other products date unknown, topical, btw the shoulder blades} was made by the
Age: - used: no other reporter on 11 Aug 2019. Lack of efficacy is suspected because
Weight: 2 kg products the pet remains with fleas. The environment has not been treated.
Route: Topical / No further information is available.
Cutaneous
Was the
product used
ok?: No
(Treatment /
vaccination
program not
respected}
13-Aug-2019 JAE; Species: Canine 1 1 0 (Product used: 03-Aug-2019 03-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03632; Breed: German FIPRONIL SPOT Hulk, a male German Shepherd of 2 years old and 35 kg, received
DF; Brazil Shepherd Dog ON DOG 1 dose of FRONTLINE SPOT-ON DOGS L (013/18A, exp date
Sex: M Other products May 2020, topical, biw the shoulder blades), administered by the
Sex qualifier: used: no other reporter on 3 Aug 2019 for flea treatment. Another application of
Unknown products FL was made on 8 Aug 2019. The dog started presenting fleas 3 to
Age: 2.00 Year(s) Route: Topical / 4 days prior to FL. Lack of efficacy is suspected because he
Weight: 35 kg Cutaneous continues to see fleas walking on his pet. FL was used in the past
Was the with no issue (dose frequency is unknown and date of first
product used administration was not provided - 2017*). The environment has not
ok?: No been treated. No further information is available.
(Treatment /
vaccination
program not
respected)
12-Aug-2019 UAE; Species: Canine 1 1 0 |Product used: 12-Jul-2019 12-Jul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BRO03633; {Breed: Shih Tzu FIPRONIL Ciborg, a male Shih Tzu of 6 years old and 5 kg, received
FR; Brazil Sex: M SPRAY FRONTLINE SPRAY (003/18, exp date unknown, topical, whole
Sex qualifier: Other products body), administered by the reporter on 12 Jul 2019, 19 Jul 2019
Unknown used: no other and 12 Aug 2019 for flea treatment. The dog started presenting
iAge: 6.00 Year(s) products fleas 1 day prior to FL. Lack of efficacy is suspected because the
Weight: 5 kg Route: Topical / pet remains with fleas. FL was used in the past with no issue (dose
Cutaneous frequency is unknown and date of first administration was not
Was the provided - 2014*). The environment has been treated with lcon 10

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
product used PM®. No further information is available.
ok?: No
(Treatment /
vaccination
program not
respected}
12-Aug-2019 [JAE; Species: Canine 1 1 0 [Product used: 12-Aug-2019* | 12-Aug-2019* 0 Day(s) D-C Suspected Adverse Event: As reported by the veterinarian, one
19BR0O03637; Breed: Pug FIPRONIL SPOT Pug of unknown signalment received FRONTLINE SPOT-ON
SP; Brazil Sex: U ON DOG DOGS S (lot, exp date, route and application site unknown),
Sex qualifier: Other products administered on date not specified (12 Aug 2018*). Some time
Unknown used: no other after product administration the animal experienced allergic
Age: - products reaction, six episodes of vomiting and hyperexcitation. Signals are
Weight: Unknown Route: unknown stilt ongoing. No further information is available.
Was the
product used
ok?: Unknown
to Company
12-Aug-2019  UAE; Species: Canine 2 2 0 |Product used: 08-Aug-2019 | 08-Aug-2019* 0 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, 2 female
19BR0O03641, Breed: Pinscher FIPRONIL Pinschers of 5 years old (Pituca, 2 kg; Lindinha, 1.8 kg) received
RS; Brazil (Miniature) SPRAY FRONTLINE SPRAY 100 ML (FL) (002/19, exp date is unknown,
Sex: F Other products topical, btw the shoulder blades and latheral thorax) for the first
Sex qualifier: used: no other time, administered by the reporter on 9 Aug 2019 for flea
Unknown products treatment. Both dogs were in good heailth prior to the application.
iAge: 5.00 Year(s) Route: Topical / Right after FL use (exact chronology unspecified) Pituca e Lindinha
Weight: 1.8 - 2 kg Cutaneous started to present with intense itching and on 11 Aug 2019 the
Was the owner also noted multiple small lumps and skin sores all over their
product used body. According to the owner, the small lumps seen on Pituca had
ok?: No red colour and “these small lumps have burst and then became
(Treatment / wounds’. An unknown time later (11 Aug 2019*) vomiting and
vaccination partial anorexia also started to occur to both dogs. At present, the
program not reported signs remain ongoing. The dogs have not been taken to
respected) the DVM and no treatment has been provided. There is no history
of AEs in the past and the animals never experienced any
dermatopathies. No further information is available.
14-Aug-2019 UAE; Species: Canine 5 5 0  |Product used: Jan-2019* 05-Aug-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003651; Breed: Terrier FIPRONIL 5 Jack Russell Terriers (males and females) of 7 months to 3 years
RJ; Brazil (Jack Russell) SPRAY old and approximately 4.5 to 6 kg received FRONTLINE SPRAY
Sex: X Other products (FL) (006/18, exp date unknown, topical, whole body),
Sex qualifier: used: no other administered by the reporter on date not informed (5 Jul 2019*) for
Unknown products flea and tick prevention. Lack of efficacy is suspected because the
Age: 7.00 Route: Topical / dogs got fleas approximately 1 month after FL. New
Month(s}) Cutaneous administrations of FL were made on 12 Aug 2019, 13 Aug 2019
Weight: 4.5 - 6 kg Was the and 14 Aug 2019 and the pets remain with fleas. The dogs are
product used bathed every 15 days. FL was used in the past with no issue (dose
ok?: No frequency - 30 to 40 days, date of first administration was not
(Treatment / provided - Jan 2019*). There are 3 dogs treated with NEXGARD
vaccination with no fleas, 1 cat treated with FRONTLINE (pipette -
program not unsubstantiated) with no fleas and an unknown number of
respected) untreated cats with fleas living in this household. The environment
has been treated with Triatox®. No further information is available.
13-Aug-2019 JAE; Species: Canine 3 3 0 [Product used: 05-Jul-2019 05-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O03658; Breed: Medium FIPRONIL 3 medium crossbred dogs (Joca, male of 9 years old and 15 kg;
-; Brazil crossbred (10 - 20 10%/S Le&o, male of 4 years old and 17 kg; Bianca, female of 8 years old
Kg) METHOPRENE and 20 kg) received 1 dose of FRONTLINE PLUS DOG M (lot and
Sex: X 9% SPOT ON exp date unknown, topical, btw the shoulder blades) each, for the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex qualifier: Other products first time, administered by the reporter on 5 Jul 2019 for flea
Unknown used: no other treatment. The dogs started presenting fleas 15 days prior to FL.
Age: 4.00 Year(s) products Lack of efficacy is suspected because the pets remain with live
Weight: 15 - 20 kg Route: Topical / fleas, bigger than before treatment and filled with blood. The
Cutaneous animals are bathed weekly. The environment has been treated
Was the with Butox®. The reporter says that his neighbor also complained
product used about FL, but no details were provided. Related case reported on
ok?: Yes 19BR003659. No further information is available.
13-Aug-2019  UAE; Species: Canine 2 2 0  |Product used: 05-dul-2019 05-4ul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003659; Breed: Canine FIPRONIL 2 male dogs (Negéo, Pit Bull of 5 years old and 30 kg; Neguinho,
-, Brazil various breeds 10%/8 large crossbred of 5 years old and 25 kg) received 1 dose of
Sex: M METHOPRENE FRONTLINE PLUS DOG L (lot and exp date unknown, topical, btw
Sex qualifier: 9% SPOT ON the shoulder blades) each, for the first time, administered by the
Unknown Other products reporter on 5 Jul 2019 for flea treatment. The dogs started
IAge: 5.00 Year(s) used: no other presenting fleas 15 days prior to FL. Lack of efficacy is suspected
\Weight: 25 - 30 kg products because the pets remain with live fleas, bigger than before
Route: Topical / treatment and filled with blood. The animals are bathed weekly.
Cutaneous The environment has been treated with Butox®. The reporter says
Was the that his neighbor also complained about FL, but no details were
product used provided. Related case reported on 18BR003658. No further
ok ?: Yes information is available.
13-Aug-2019 JAE; Species: Feline 2 2 0 [Product used: 08-Aug-2019 08-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O03662; Breed: Feline FIPRONIL SPOT 2 female crossbred cats (Molly, approximately 5.5 months old and
RJ; Brazil various breeds ON CAT approximately 0.5 kg; Milly, approximately 7.5 months old and
Sex: F Other products approximately 1 kg) received 1 dose of FRONTLINE SPOT-ON
Sex qualifier: used: no other CAT (FL) (016/18A, exp date unknown, topical, btw the shouider
Unknown products blades) each, for the first time, administered by the reporter on 8
Age: 5.50 Route: Topical / Aug 2019 for flea treatment. They were adopted already presenting
Month(s) Cutaneous fleas approximately 1 week prior to FL. Lack of efficacy is
Weight: 0.5 - 1 kg Was the suspected because the pets remain with fleas. The cats are bathed
product used weekly and do not have outdoor access. There are 2 untreated
ok?: Yes dogs with no fleas that live in the backyard of the house. The
environment has been treated with Butox®. No further information
is avaitable.
14-Aug-2019 (UAE; Species: Canine 1 1 0 [Product used: 25-Jul-2019 25-Jul-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003668; {Breed: Shih Tzu FIPRONIL SPOT Rio, a male Shih Tzu of 10 months old and 6 kg, received
PE; Brazil Sex: M ON DOG FRONTLINE SPOT-ON DOGS M (FL) (ot and exp date are
Sex qualifier: Other products unknown, topical, btw the shoulder blades) for the first time,
Unknown used: no other administered by the reporter on 25 Jul 2019 for tick treatment.
Age: 10.00 products Lack of efficacy is suspected because the pet remains with live
Month(s) Route: Topical / ticks. The dog use to be bathed every 8 days. Environment has
Weight: 6 kg Cutaneous been simultaneously treated with Barrage®. No further information
'Was the is available.
product used
ok?: No
(Overdose)
13-Aug-2019  UAE; Species: Canine 1 1 0  |Product used: 26-4ul-2019 29-4ul-2019 3 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003669; Breed: Medium FIPRONIL SPOT via e-mail, one dog of approx. 18 kg and unknown signalment
-, Brazil crossbred (10 - 20 ON DOG received FRONTLINE (unsubstantiated) (FL) (lot, exp date, route
Ka) Other products and location are unknown} administered by the reporter on 26 Jul
Sex: M used: FIPRONIL 2019 for flea treatment. Lack of efficacy was suspected because
Sex qualifier: 10%/8 the pet remained presenting fleas and due to this on 2 Aug 2019
Unknown METHOPRENE he received FRONTLINE PLUS (unsubstantiated) (FL PLUS) (lot,
iAge: 1.00 Year(s) 9% SPOT ON; exp date, route and location are unknown} for the first time, but live
Weight: 16 kg* fleas continue to be seen on the animal. According to the reporter,

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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and Country of g g 2 Started
Occurrence H * *
Route: Topical / ‘the dog has been bathed (on date not informed) but the flea
Cutaneous insfestation persists’. This is the extent of the information available
Was the for now. UPDATE 16 Aug 2019 — The pet owner was contacted
product used and reported that Lost, a male crossbred dog of 1 year old and 16
ok?: Yes kg, received one pippete of FRONTLINE SPOT-ON DOGS M (FL)
(lot and exp date are still unknown, topical, btw the shoulder
blades) for the first time on 26 Jul 2019. On 2 Aug 2019 one
pippete of FRONTLINE PLUS DOGS M (FL PLUS} (lot and exp
date are still unknown, topical, btw the shoulder blades) was
applied because on 29 Jul 2019 live fleas returned to be seen.
Lack of efficacy is still suspected because the animal remains with
live fleas. FL PLUS has been administered only once in the past
(date not informed), with no issue. Environment not treated. No
further information is available.
13-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 02-Apr-2019 02-Jul-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03673; Breed: Domestic FIPRONIL SPOT Bruno, a male Domestic Longhair cat (crossbred) of 3.5 years old
SP; Brazil Longhair ON CAT and 13 kg, received one pippete of FRONTLINE SPOT-ON CATS
(Crossbreed) Other products (FL) (016/18A, May 2020, topical, btw the shoulder blades and
Sex: M used: no other back; the neck’s coat was shorn priot to the application)
Sex qualifier: products administered by the reporter on 2 Jul 2019 for flea treatment. Lack
Unknown Route: Topical / of efficacy was suspected because the pet remained presenting
Age: 3.50 Year(s) Cutaneous fleas and due to this on 1 Aug 2019 he was treated with another FL
Weight: 13 kg 'Was the pipette (same presentation, lot, exp date, route and location) but
product used live fleas continue to be seen on the animal. FL has been applied
ok?: No only once in the past (2 Apr 2019) with no issue. There are 8 other
(Treatment / cats in the same household that don't have fleas but were treated
vaccination with FL SPRAY on 24 Jul 2019 with no issue. Environment has not
program not been treated. No further information is available for now.
respected)
15-Aug-2019 JAE; Species: Canine 1 1 0 [Product used: 03-Aug-2019 03-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03675; Breed: Poodle FIPRONIL via e-mail, one Poodle of unknown signalment received
PR; Brazil (Miniature} 10%/S FRONTLINE (unsubstantiated) (FL) (lot, exp date, route and
Sex: M METHOPRENE location are unknown) administered by the reporter on Aug 2019*
Sex qualifier: 9% SPOT ON for an unknown reason. The reporter contacted BIAH because the
Unknown Other products product was not effective. According to the owner, ‘the product was
Age: 12.00 Year(s) used: no other not expired'. This is the extent of the information available for now.
Weight: 3 kg products UPDATE 22 AUG 2019 — The pet owner informed that Jack, a
Route: Topical / male Poodie of 12 years old and 3 kg, received FRONTLINE
Cutaneous PLUS DOG S (FL} (019/18A, exp date unknown, topical, from neck
'Was the to tail), administered by the reporter on 3 Aug 2019 for flea
product used treatment. The dog started presenting fleas approximately 1 week
ok?: No prior to FL. Lack of efficacy is suspected because the pet remains
(Treatment / with fleas and itching intensely. The owner visualizes live fleas and
vaccination flea feces on Jack. FL was used in the past with no issue (dose
program not frequency — 4 months, date of first administration was not provided
respected) — 2016*). The dog is bathed every 2 months at the pet shop. The
neighbor's cat has access to this house. The environment has not
been treated. Related case reported on 18BR003753. No further
information is available.
15-Aug-2019 [UAE; Species: Canine 1 1 0 |Product used: 12-Aug-2019 12-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03678; {Breed: Shih Tzu FIPRONIL via veterinarian, one male Shih Tzu of 1.5 years old received
SP; Brazil Sex: M 10%/S NEXGARD (NG) (unsubstantiated) (lot and exp date unknown),
Sex qualifier: METHOPRENE administered orally by the pet owner on 25 Jul 2018 for tick
Unknown 9% SPOT ON treatment. Lack of efficacy is suspected because she found one
Age: 1.50 Year(s) Other products tick on her pet on 12 Aug 2019, so FRONTLINE PLUS (FL)
Weight: Unknown used: (unsubstantiated) (lot, exp date, route and application site

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
AFOXOLANER unknown) was administered to the dog. The veterinarian
1.3 MG prescribed environmental treatment with Butox® but it is unknown
CHEWABLE if the environment was actually treated after that. On 15 Aug 2019
TABLETS; another tick was found on the pet. This is the extent of the
information available.
Route: unknown
Was the
product used
ok?: Unknown
to Company
13-Aug-2019 UAE; Species: Feline 1 1 0 |Product used: 09-Aug-2019 | 13-Aug-2019* 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BRO03680; Breed: Domestic FIPRONIL Mia, a female Domestic Shorthair cat (crossbred) of 5 years old
RJ; Brazil Shorthair 10%/S and 4 kg, received one pipette of FRONTLINE PLUS CATS (FL)
(Crossbreed) METHOPRENE (lot and exp date are unknown, topical — application on neck, head,
Sex: F 12% SPOT ON base of skull, back and tail — off label use) administered by the
Sex qualifier: Other products reporter on 9 Aug 2019 for flea treatment. Lack of efficacy is
Unknown used: Capstar®; suspected because since approx. 13 Aug 2019* live fleas returned
Age: 5.00 Year(s) to be seen on the cat. Capstar® has been administered before FL
Weight: 4 kg Route: Topical / application, on approx. 29 Jul 2018*, and ‘it has not been effective
Cutaneous either'. FL has been administered in the past (dose frequency
Was the approx. every 1 or 2 months; estimated last administration date is
product used 9 Jun 2019*). First product's administration date is unknown
ok?: No (confousing information provided; 2016* - estimated). FL SPRAY
(Treatment / has been applied 4 months ago (Apr 2018*) with no issue.
vaccination According to the owner, the cat has no outdoor access, but a dog
program not that lives in the same household uses to be frequently taken for
respected) walking outdoors. Environment not treated. Related cases reported
on 19BR0O03681 to 19BR003683. No further information is
available. UPDATE 27 Aug 2019 — The pet owner was contacted
and reported that 1 week ago the environment has been treated
with Butox®. Live fleas are still being found on the pet and lack of
efficacy is still suspected due to this. No further information is
available.
13-Aug-2019  JUAE; Species: Canine 1 1 0 |Product used: 08-Aug-2019 | 13-Aug-2019* 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03681; Breed: Retriever FIPRONIL SPOT Lola, a female Labrador Retriever of approx. 8.5 years oid and 40
RJ; Brazil (Labrador, ON DOG kg, received one pipette of FRONTLINE SPOT-ON DOGS L (FL)
Chocolate) Other products (lot and exp date are unknown, topical — application on neck, head,
Sex: F used: Capstar®; base of skull, back and tail — off label use) administered by the
Sex qualifier: reporter on 8 Aug 2019 for flea treatment. Lack of efficacy is
Unknown Route: Topical / suspected because since approx. 13 Aug 2019* live fleas returned
Age: 8.50 Year(s) Cutaneous to be seen on the dog. Capstar® has been administered before FL
Weight: 40 kg Was the application, on approx. 29 Jul 2019*, and ‘it has not been effective
product used either’. FL has been administered in the past (dose frequency
ok?: No approx. every 1 or 2 months; estimated last administration date is
(Treatment / 9 Jun 2019*) since unknown date (confousing information
vaccination provided; 2016* - estimated). FL SPRAY has been applied 4
program not months ago (Apr 2019*) and an AE occurred at the occasion (see
respected) 19BR0O03683). Lola use to be frequently taken for walking
outdoors. Environment not treated. Related cases reported on
19BR003680 and 19BR003682. No further information is available.
UPDATE 27 Aug 2019 — The pet owner was contacted and
reported that 1 week ago the environment has been treated with
Butox®. Live fleas are still being found on the pet and lack of
efficacy is still suspected due to this. No further information is
available.

N/A signifies the information for this field is either not available or not applicable
) e, Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM “indicates Approximate date or weight Page 37 of 867

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE). vi-2

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
13-Aug-2019 JAE; Species: Canine 1 1 0 (Product used: 08-Aug-2019 13-Aug-2019* 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03682; Breed: Pinscher FIPRONIL SPOT Baby, a female Pinscher of 4 years old and 1 kg, received one
RJ; Brazil (Miniature}) ON DOG pipette of FRONTLINE SPOT-ON DOGS S (FL) (lot and exp date
Sex: F Other products are unknown, topical — application on neck, head, base of skull,
Sex qualifier: used: Capstar®; back and tail — off label use) administered by the reporter on 9 Aug
Unknown 2019 for flea treatment. Lack of efficacy is suspected because
Age: 4.00 Year(s) Route: Topical / since approx. 13 Aug 2018* live fleas returned to be seen on the
Weight: 1 kg Cutaneous dog. Capstar® has been administered before FL application, on
Was the approx. 29 Jul 2019*, and ‘it has not been effective either'. FL has
product used been administered in the past (dose frequency approx. every 1 or 2
ok?: No months; estimated last administration date is 9 Jun 2019*} since
(Treatment / unknown date (confousing information provided; 2016* -
vaccination estimated). FL SPRAY has been applied 4 months ago (Apr 2019*)
program not and an AE occurred at the occasion (see 18BR003683). According
respected) to the owner, the dog has no outdocor access but there is another
dog that lives in the same household that uses to be frequently
taken for walking outdoors. Environment not treated. Related
cases reported on 19BR0O03680 and 19BR003681. No further
information is available. UPDATE 27 Aug 2019 — The pet owner
was contacted and reported that 1 week ago the environment has
been treated with Butox®. Live fleas are still being found on the pet
and lack of efficacy is still suspected due to this. No further
information is available.
15-Aug-2019 [UAE; Species: Bovine 2 2 0 [Product used: Apr-2019 Apr-2019 0 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, 2 female
19BR003683; iBreed: - FIPRONIL dogs (Lola, Labrador Retriever, approx. 8 years old and 40 kg;
RJ; Brazil Sex: F SPRAY Baby, Pischer, 4 years old and 1 kg) received FRONTLINE SPRAY
Sex qualifier: Other products (FL) (unsubstantiated; lot, exp date, route and location are
Unknown used: no other unknown) for the first time, administered by the reporter on Apr
Age: 4.00 Year(s) products 2019 for flea treatment. It is unknown if prior to the application
Weight: 1 - 40 kg Route: unknown both dogs were in good health. Approx. 6 hours post FL
Was the administration, they experienced vomiting and diarrhea and
product used recovered an unknown time later. It was not informed whether they
ok ?: Unknown have been taken to the DVM or if any treatment has been
to Company provided. Related cases reported on 19BR003680 to
19BR003682. This is the extent of the information available.
14-Aug-2019 UAE; Species: Canine 1 1 0  |Product used: 01-Aug-2019* § 01-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003689,; Breed: Canine FIPRONIL one dog of unknown signalment received FRONTLINE SPRAY
-; Brazil (unknown} SPRAY (FL) (lot, exp date, route and application site unknown),
Sex: U Other products administered by the reporter on date not informed (1 Aug 2019*)
Sex qualifier: used: no other for flea treatment. Lack of efficacy is suspected because the pet
Unknown products remains with fleas. The environment has been treated with
Age: - Route: unknown Butox®. This is the extent of the information available.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
15-Aug-2019 [UAE; Species: Feline 3 3 0 |Product used: 01-Aug-2018* § 01-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003691; Breed: Feline FIPRONIL 3 cats of unknown signalment received 1 dose of FRONTLINE
-; Brazil (unknown} 10%/8 PLUS CATS (FL) (lot and exp date unknown, topical, btw the
Sex: U METHOPRENE shoulder blades) each, for the first time, administered by the
Sex qualifier: 12% SPOT ON reporter on date not informed (1 Aug 2019*) for flea treatment.
Unknown Other products Lack of efficacy is suspected becatise the pets remain with fleas .
Age: - used: no other The owner lives next to a valley and believes that the fleas are
Weight: Unknown products coming from rats and skunks that live in the region. There is a dog
Route: Topical / that lives in this house and it is unknown if it was treated and if it
Cutaneous has fleas. The environment has not been treated. This is the extent

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
Was the of the information available.
product used
ok?: Yes
16-Aug-2019 JAE; Species: Feline 5 5 0 (Product used: 05-May-2019* | 05-May-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003698; Breed: Feline FIPRONIL 5 cats (3 male Persians, 1 male crossbred and 1 female crossbred
SP; Brazil various breeds 10%/S of approximately 4.9 to 8 years old and 3.5 to 5 kg) received 1
Sex: X METHOPRENE dose of FRONTLINE PLLUS CATS (FL) (005/18A, exp date
Sex qualifier: 12% SPOT ON unknown, topical, btw the shoulder blades) each, for the first time,
Unknown Other products administered by the reporter in early May (5 May 2019*) for flea
Age: 4.90 Year(s) used: no other treatment. Another administration of FL. was made in early June (5
Weight: 3.5 -5 kg products Jun 2019*). Lack of efficacy is suspected because the cats
Route: Topical / remained with fleas, so Revolution® was administered on date not
Cutaneous informed (5 Jul 2019*} and no more fleas were visualized. The
Was the environment was treated by a specialized company while the cats
product used were at the owner's father's country house. Two cats presented
ok?: Yes AEs after FL, so SAE cases were reported on 19BR003699 and
19BR003700. No further information is available.
16-Aug-2019  UAE; Species: Feline 5 1 0 [Product used: 05-May-2019* | 07-May-2019* 2 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, Piticu, a
19BR003699; Breed: Persian FIPRONIL male Persian of 8 years old and 4 kg, received FRONTLINE PLUS
SP; Brazil (No Further 10%/8 CATS (FL) (005/18A, exp date unknown, topical, btw the shoulder
Description} METHOPRENE biades) for the first time, administered by the reporter in early May
Sex: M 12% SPOT ON (5 May 2019*) for flea treatment. The cat was in good health prior
Sex qualifier: Other products to FL. Some time after product administration the animal presented
Unknown used: no other hair loss at the application site. The cat recovered spontaneously
lAge: 8.00 Year(s) products on date not informed (20 May 2019*). There are 4 other cats that
Weight: 4 kg Route: Topical / were treated with FL on the same date with no issue living in this
Cutaneous household. Related cases reported on 19BR003698 and
Was the 19BR0O03700. No further information is available.
product used
ok?: Yes
16-Aug-2019 JUAE; Species: Feline 5 1 0 |Product used: 05-Jun-2019* | 07-Jun-2019* 2 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, Chico, a
19BR0O03700; Breed: Persian FIPRONIL male Persian of 7 years old and 5 kg, received FRONTLINE PLUS
SP; Brazil (No Further 10%/S CATS (FL) (005/18A, exp date unknown, topical, btw the shoulder
Description} METHOPRENE blades), administered by the reporter in early June (5 Jun 2018*}
Sex: M 12% SPOT ON for flea treatment. The cat was in good health prior to FL. Some
Sex qualifier: Other products time after product administration the animal presented brittle hair at
Unknown used: no other the application site. The cat recovered spontaneously on date not
Age: 7.00 Year(s) products informed (20 Jun 2019*). FL was used once approximately one
Weight: 5 kg Route: Topical / month earlier (5 May 2019*) with no issue. There are 4 other cats
Cutaneous that were treated with FL on the same date with no issue living in
Was the this household. Related cases reported on 19BR003698 and
product used 19BR003699. No further information is available.
ok?: Yes
16-Aug-2019 [UAE; Species: Feline 2 2 0 [Product used: 12-Aug-2019 12-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003704; Breed: Feline FIPRONIL 2 cats of unknown signalment received FRONTLINE PLUS CATS
SP; Brazil various breeds 10%/8 (FL) (lot, exp date, route and application site unknown),
Sex: M METHOPRENE administered by the reporter on 12 Aug 2019 for fiea treatment.
Sex qualifier: 12% SPOT ON Lack of efficacy is suspected because the pets remain with fleas .
Unknown Other products This is the extent of the information available. UPDATE 21 Aug
Age: 15.00 Year(s) used: no other 2019 — The pet owner was contacted and reported that 2 male cats
\Weight: 3.5 - 4 kg products (Floquinho, Turkish Angora, 16 years old, 3.5 kg; Frajola, Domestic
Route: Topical / Shorthair (crossbred), 15 years old, 4 kg) received one pipette of
Cutaneous FL (topical, btw the shoulder blades) each, on 12 Aug 2019 for flea
Was the treatment. Live fleas are still being found on both animals. FL has
product used been applied in the past (dose frequency and 1st administration

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
ok?: Yes date are unknown) with no issue. According to the reporter, ‘she
has used FRONTLINE (unsubstantiated} once in the past and it
didn't work either’, however, details regarding this event and valid
patient info have not been provided. Environment not treated. No
further information is available.
19-Aug-2019 UAE; Species: Canine 1 1 0  |Product used: 16-Aug-2019 | 16-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003706; {Breed: Rottweiler FIPRONIL SPOT Kiara, a female Rottweiler of 1.4 years old and 35 kg, received one
SP; Brazil Sex: F ON DOG pipette of FRONTLINE SPOT-ON DOGS L (FL) (020/18A, exp
Sex qualifier: Other products date is unknown, topical, btw the shouider blades) for the first time,
Unknown used: no other administered by the reporter on 16 Aug 2019 for flea and tick
Age: 1.40 Year(s) products treatment. Lack of efficacy is suspected because live fleas and
Weight: 35 kg Route: Topical / ticks are still being seen on the dog. According to the reporter,
Cutaneous ticks are appearing in greater quantity than fleas. Environment has
'Was the been partially treated (only the house’s floor). No further
product used information is available.
ok?: Yes
19-Aug-2019 JUAE; Species: Canine 2 2 0 |Product used: 17-Aug-2019 17-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BRO03708; Breed: Poodle FIPRONIL 2 Poodles (Thor, male of 9 months old and 9 kg; Luna, female of 9
RJ; Brazil (Toy) 10%/8 months old and 8 kg) received 1 dose of FRONTLINE PLUS DOG
Sex: X METHOPRENE S (007/18A and 022/18A, exp date unknown, topical, btw the
Sex qualifier: 9% SPOT ON shoulder blades} each, administered by the reporter on 17 Aug
Unknown Other products 2019 for flea and tick treatment. The dogs started presenting
Age: 9.00 used: no other ectoparasites 1 month prior to FL. Lack of efficacy is suspected
Month(s} products because the pets remain with fleas and small ticks, in moderate
Weight: 8 - 9 kg Route: Topical / quantity. 2 big ticks were removed from Thor. FL was used in the
Cutaneous past with no issue (dose frequency is unknown and date of first
Was the administration was not provided - Mar 2019*). The animals are
product used bathed weekly. The environment has been treated with Triatox®.
ok?: Yes Related case reported on 19BR003709. No further information is
available.
18-Aug-2019 JAE; Species: Canine 1 1 0 (Product used: 17-Aug-2019 17-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003709; Breed: Beagle FIPRONIL Nina, a female Beagle of 13 years old and 13 kg, received 1 dose
RJ; Brazil Sex: F 10%/S of FRONTLINE PLUS DOG M (013/18A, exp date unknown,
Sex qualifier: METHOPRENE topical, btw the shoulder blades), administered by the reporter on
Unknown 9% SPOT ON 17 Aug 2019 for flea and tick treatment. The dog started
Age: 13.00 Year(s) Other products presenting ectoparasites 1 month prior to FL. Lack of efficacy is
Weight: 13 kg used: no other suspected because the pet remains with fleas and small ticks, in
products moderate quantity. FL was used in the past with no issue (dose
Route: Topical / frequency is unknown and date of first administration was not
Cutaneous provided - 2018*). The animal is bathed weekly. The environment
Was the has been treated with Triatox®. Related case reported on
product used 19BR003708. No further information is available.
ok?: Yes
19-Aug-2019 [UAE; Species: Canine 2 2 0 |Product used: 04-Aug-2019 04-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BRO03710; Breed: Yorkshire FIPRONIL SPOT 2 Yorkshire Terriers (Scay, female of 9 months old and 2 kg; Bob,
SP; Brazil Terrier ON DOG male of 10 years old and 5 kg) received 1 dose of FRONTLINE
Sex: X Other products SPOT-ON DOGS S (010/18B and 011/18B, exp date unknown,
Sex qualifier: used: no other topical, btw the shoulder blades) each, administered by the
Unknown products reporter on 4 Aug 2019 for flea treatment. The animals started
Age: 9.00 Route: Topical / presenting fleas after a walk approximately 2 weeks prior to FL.
Month(s}) Cutaneous Lack of efficacy is suspected because the pets continue to itch and
Weight: 2 - 5 kg Was the remain with fleas, although in smaller quantity than before
product used treatment. FL was used in the past with no issue {dose frequency -
ok?: Yes 6 months, date of first administration was not provided). The
environment was treated once with unknown product. Related

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
case reported on 19BR003711. No further information is available.
19-Aug-2019 JAE; Species: Canine 2 2 0 [Product used: 04-Aug-2019 04-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O03711; Breed: Canine FIPRONIL SPOT 2 dogs (Lara, female Labrador of 14 years old and 15 kg; Herus,
SP; Brazil various breeds ON DOG male of 9 years old and 10 kg) received 1 dose of FRONTLINE
Sex: X Other products SPOT-ON DOGS M (024/17A, exp date unknown, topical, btw the
Sex qualifier: used: no other shoulder blades) each, administered by the reporter on 4 Aug 2019
Unknown products for flea treatment. The animals started presenting fleas after a walk
Age: 9.00 Year(s) Route: Topical / approximately 2 weeks prior to FL. Lack of efficacy is suspected
Weight: 10 - 15 kg Cutaneous because the pets continue to itch and remain with fleas, although
Was the in smaller quantity than before treatment. FL was used in the past
product used with no issue (dose frequency - 6 months, date of first
ok?: Yes administration was not provided). The environment was treated
once with unknown product. Related case reported on
19BR003710. No further information is available.
17-Aug-2019 UAE; Species: Feline 1 1 0 |Product used: 05-J4ul-2019 23-dul-2019* 18 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BRO03723; Breed: Persian FIPRONIL Pedrinho, a male longhair Persian cat of 7 years old and approx.
ISP; Brazil (No Further 10%/S 3.5 kg, received one pipette of FRONTLINE PLUS CATS (FL) (lot
Description} METHOPRENE and exp date are unknown, topical, btw the shoulder blades) for
Sex: M 12% SPOT ON the first time, administered by the reporter on 5 Jul 2019 for
Sex qualifier: Other products ectoparasite prevention. Lack of efficacy is suspected because
Unknown used: no other since approx. 23 Jul 2019 live fleas started to be seen on
Age: 7.00 Year(s) products Pedrinho. According to the reporter, the cat has flea allergy
Weight: 3.5 kg Route: Topical / dermatitis and due to the flea infestation he is experiencing allergy.
Cutaneous Pedrinho use to be bathed every 15 days. Environment has not
Was the been treated. No further information is available.
product used
ok?: Yes
18-Aug-2019 JAE; Species: Feline 2 2 0 (Product used: Jul-2019 Jul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03731; Breed: Feline FIPRONIL via social media, 2 cats of 2 months old and unknown signaiment
-, Brazil (unknown) SPRAY received FRONTLINE SPRAY (FL SPRAY) (unsubstantiated; lot
Sex: X Other products and exp date are unknown, topical, whole body) administered by
Sex qualifier: used: no other the reporter on date not informed (Aug 2019*) for flea treatment.
Unknown products Lack of efficacy is suspected because the cats remain with live
Age: 2.00 Route: Topical / fleas. This is the extent of the information available for now.
Month(s) Cutaneous UPDATE 22 Aug 2019 — The pet owner was contacted and
Weight: 1.7 kg Was the reported that 1 cat is female and the other one is male, both have
product used 2 months old and approx. 1.7 kg. Both cats received FL SPRAY
ok?: Yes 100 ML (topical, whole body) on Jul 2019. Another ectoparasiticide
product (unknown) was administered for treatment, however, it was
not informed if fleas are still being found. Environment not treated.
One picture of the FL bottle was received .No further information is
available.
20-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 18-Aug-2019 20-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003732; Breed: Yorkshire FIPRONIL Nicole, a female Yorkshire of 11 months old and 1.7 kg, received
ISP; Brazil Terrier 10%/S FRONTLINE PLUS DOG S (011/18A, exp date unknown, topical,
Sex: F METHOPRENE btw the shoulder blades), administered by the reporter on 19 Aug
Sex qualifier: 9% SPOT ON 2019 for flea treatment. The dog started presenting fleas
Unknown Other products approximately 3 weeks prior to FL. Lack of efficacy is suspected
Age: 11.00 used: no other because she visualized a few fleas walking on the dog's belly
Month(s) products approximately 10 hours after product administration. FL was used
Weight: 1.7 kg Route: Topical / twice in the past with no issue (20 Feb 2019* and 25 May 2019* -
Cutaneous dates are estimated). Nicole is bathed every 15 days (once a
'Was the month at the pet shop) and goes out for walks every 3 days. The
product used environment has been treated with Butox®. No further information
ok?: Yes is available.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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20-Aug-2019 (UAE; Species: Feline 1 1 0 [Product used: 19-Aug-2019 19-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003740; Breed: Feline FIPRONIL Raiji, a male crossbred cat of 4 months old and 1.6 kg, received 1
ISP; Brazil various breeds 10%/S dose of FRONTLINE PLUS CATS (ot and exp date unknown,
Sex: M METHOPRENE topical, btw the shoulder blades) for the first time, administered by
Sex qualifier: 12% SPOT ON the reporter on 19 Aug 2019 for itch treatment. Lack of efficacy is
Unknown Other products suspected because the pet is still itching. No ectoparasites were
Age: 4.00 used: no other visualized before or after product administration. The environment
Month(s) products is treated yearly by a specialized company. No further information
Weight: 1.6 kg Route: Topical / is available.
Cutaneous
Was the
product used
ok?: No
(Indication not
indicated /
recommended}
20-Aug-2019 UAE; Species: Canine 1 1 0 [Product used: 20-May-2019* | 20-May-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003742; Breed: Canine FIPRONIL one female dog of unknown signaiment received FRONTLINE
-, Brazil (unknown} 10%/S PLUS DOG S (lot, exp date, route and application site unknown),
Sex: F METHOPRENE administered by the reporter 3 months ago (20 May 2019*) for
Sex qualifier: 9% SPOT ON unknown reason. Lack of efficacy is suspected. FL was used in the
Unknown Other products past with no issue (dose frequency is unknown and date of first
Age: - used: no other administration was not provided). Related case reported on
Weight: Unknown products 18BR0O03743. This is the extent of the information available.
Route: unknown
Was the
product used
ok?: Unknown
to Company
20-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 15-Aug-2019* | 15-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003743; Breed: Canine FIPRONIL one female dog of unknown signaiment received FRONTLINE
-; Brazil (unknown) 10%/S PLUS DOG S (lot, exp date, route and application site unknown),
Sex: F METHOPRENE administered by the reporter last week (15 Aug 2019*). Lack of
Sex qualifier: 9% SPOT ON efficacy is suspected because one live tick was visualized on the
Unknown Other products pet after product administration. It is unknown if the dog still has
Age: - used: no other ticks. FL was used in the past with no issue (dose frequency is
Weight: Unknown products unknown and date of first administration was not provided),
Route: unknown however lack of efficacy is also suspected for the previous
Was the administration (see case 19BR003742). This is the extent of the
product used information available.
ok?: Unknown
to Company
20-Aug-2019 JUAE; Species: Canine 4 4 0 |Product used: 18-Aug-2019 | 18-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003745; Breed: Poodle FIPRONIL 4 Poodles (2 males and 2 females) of 2 to 12 years old and 3t0 6
RJ; Brazil (Toy) SPRAY kg received FRONTUINE SPRAY (FL) (ot and exp date unknown,
Sex: X Other products topical, from neck to tall, legs), administered by the reporter on
Sex qualifier: used: no other dates not informed (number of administrations is unknown - Jul
Unknown products 2019* to 18 Aug 2019) for flea treatment. The dogs started
Age: 2.00 Year(s) Route: Topical / presenting fleas on the same date of the first administration of FL.
Weight: 3 - 6 kg Cutaneous Lack of efficacy is suspected because the pets remain with fleas .
Was the The dogs are bathed weekly. FL was used in the past with no issue
product used (dose frequency is unknown and date of first administration was
ok?: No not provided). The environment has been treated with Butox®. No
(Treatment / further information is available.
vaccination

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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program not
respected)
20-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 12-Aug-2019* | 12-Aug-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003749; Breed: Retriever FIPRONIL Suzy, a female Golden Retriever of 3 months old and 3 kg,
ES; Brazil (Golden) SPRAY received FRONTLINE SPRAY (FL) (003/18A, exp date unknown,
Sex: F Other products topical, neck/armpits/ears/head) for the first time, administered by
Sex qualifier: used: no other the reporter's wife last week (12 Aug 2019*) for tick treatment. The
Unknown products dog presented 3 or 4 ticks 1 day prior to FL. Lack of efficacy is
Age: 3.00 Route: Topical / suspected because the pet remained with ticks, so another
Month(s) Cutaneous application of FL was made (whole body) on date not specified (15
Weight: 3 kg Was the Aug 2019%) and the pet still has live ticks. He usually visualizes 2
product used or 3 ticks and removes them, and some time later new ticks are
ok?: No visualized. There are 2 dogs treated with unknown oral product
(Treatment / living in this household and they do not have ticks. The
vaccination environment has not been treated. No further information is
program not ilable.
respected)
22-Aug-2019 (UAE; Species: Canine 1 1 0 [Product used: 03-Aug-2019 03-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003753; {Breed: Pit Bull FIPRONIL Hancock, a male Pit Bull of 11 years old and 20 kg, received
PR; Brazil Sex: M 10%/S FRONTLINE PLUS DOGS (FL} (unsubstantiated) (020/18A, exp
Sex qualifier: METHOPRENE date unknown, topical, from neck to tail), administered by the
Unknown 9% SPOT ON reporter on 3 Aug 2019 for flea treatment. The dog started
Age: 11.00 Year(s) Other products presenting fleas approximately 1 week prior to FL. Lack of efficacy
Weight: 20 kg used: no other is suspected becatuse the pet remains with fleas. FL was used in
products the past with no issue (dose frequency — 4 months, date of first
Route: Topical / administration was not provided — 2016*). The dog is bathed
Cutaneous weekly at home. The neighbor's cat has access to this house. The
Was the environment has not been treated. Related case reported on
product used 18BR003675. No further information is available.
ok?: No
(Treatment /
vaccination
program not
respected}
22-Aug-2019 [UAE; Species: Feline 2 2 0 (Product used: 12-Aug-2019 13-Aug-2019 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003764; Breed: Feline FIPRONIL Trovéo Loirinho and Fredy, 2 male crossbred cats of 10 to 11 years
SP; Brazil various breeds 10%/S old and approximately 3.5 kg received 1 dose of FRONTLINE
Sex: M METHOPRENE PLUS CATS (FL) (002/18B, exp date unknown, topical, btw the
Sex qualifier: 12% SPOT ON shoulder blades) each, administered by the reporter on 12 Aug
Unknown Other products 2019 for flea and tick prevention. The cats were itching but did not
Age: 10.00 Year(s) used: no other present fleas prior to FL. Lack of efficacy is suspected because the
Weight: 3.5 kg products reporter visualizes flea feces on the pets. One dead flea was
Route: Topical / visualized on the bed one day after product administration. FL was
Cutaneous used in the past with no issue (dose frequency - 3 to 4 months,
Was the date of first administration was not provided - 2010*). There are 2
product used treated dogs with no fleas living in this house. The environment
ok?: Yes has not been treated. The reporter states that he perceived a
difference in the viscosity of the product, so TPC case was
reported on GOTrack (PRID 482279). No further information is
available. 20-SEP-19 QA results received: Investigation completed
for FIPRONIL 10%/S METHOPRENE 12% SPOT ON Lot#
002/18B, expiry 2019-12-31. Case investigated by France -
Toulouse. Final complaint evaluation A TPC was received for
frontline plus Cat, batch 002/18, on 23/08/19. The defect is :
product abnormal consistency . Recurrence : this is the first
complaint for this kind of defect (regarding this batch) Batch record

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM
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review : 3402 Bulk batch : 999 liters manufactured on 24/01/2018 ;
results of QC testing are conform including product density 540218
Filling batch : 56000 pipettes manufactured on 28/02/2018 (expiry
12/21). Results of QC testing are conform. 10 IPC (= 120 pipettes)
were performed (including volume control and tightness) and were
conform No deviations nor change control associated to the defect.
Root cause : No explanation was found about this problem. The
product is very stable in normal storage conditions. Punctually, the
product can be gelatinous, crystallized or not oily as usual . It couid
be due to
22-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 01-Aug-2019 | 01-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BRO03778; {Breed: Maltese FIPRONIL SPOT Mel, a female Maltese of 7 years oid and 3 kg, received one
SP; Brazil Sex: F ON DOG pippete of FRONTLINE SPOT-ON DOGS 8 (FL) (019/18A, exp
Sex qualifier: Other products date is unknown, topical, btw the shoulder blades), administered by
Unknown used: no other the reporter on 1 Aug 2018 for flea treatment. Lack of efficacy is
Age: 7.00 products suspected because live fleas are stili being found on Mel. FL has
Month(s) Route: Topical / been administered only once in the past (last year - 2018, date not
Weight: 3 kg Cutaneous informed) with no issue. The dog use to be bathed every 2 months
'Was the on a pet store. There are 2 dogs that live in the same household
product used and they have not been simultaneously treated. Environment has
ok?: Yes not been treated as well. No further information is available.
23-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 08-Aug-2019 23-Aug-2019 15 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03789; Breed: Medium FIPRONIL Bob, a male medium crossbred dog of 3 years old and
RS; Brazil crossbred (10 - 20 10%/S approximately 19.8 kg, received FRONTLINE PLUS DOG M (ot
Kg) METHOPRENE and exp date unknown, topical, btw the shoulder blades),
Sex: M 9% SPOT ON administered by the reporter on 8 Aug 2018 for tick treatment. The
Sex qualifier: Other products dog started presenting ticks on late July 2019. Lack of efficacy is
Unknown used: no other suspected because she found 2 live ticks attached to her pet on 23
Age: 3.00 Year(s) products Aug 2018, She removed them and no more ticks were visualized
Weight: 19.8 kg Route: Topical / so far. This dog rarely has access to the street. FL was used once
Cutaneous over 1 year ago with no issue (Jun 2018*). The environment has
'Was the been treated with K-Othrine® and Barrage®. No further information
product used is available.
ok?: Yes
23-Aug-2019 [UAE; Species: Canine 3 3 0 [Product used: 03-Aug-2019 03-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O03790; Breed: Canine FIPRONIL 3 female dogs (Mel, Yorkshire of 8 years old and 3 kg; Clara, small
ISP; Brazil various breeds SPRAY crossbred of 3 years old and 7 kg; Juma, Maltese of 3 years old
Sex: F Other products and 5 kg) received FRONTLINE SPRAY (FL) (lot and exp date
Sex qualifier: used: no other unknown, topical, whole body), administered by the reporter on 3
Unknown products Aug 2019 for flea treatment. They were bathed in the morning and
IAge: 3.00 Year(s) Route: Topical / FL was administered in the afternoon. The dogs started presenting
\Weight: 3 - 7 kg Cutaneous fleas 1.5 weeks prior to FL. Lack of efficacy is suspected because
Was the the pets remain with fleas. The dogs are bathed every 15 days. FL
product used was used in the past with no issue (dose frequency is unknown
ok?: Yes and date of first administration was not provided - 2017*). The
environment has not been treated. No further information is
available.
23-Aug-2019 JUAE; Species: Feline 3 3 0 |Product used: 01-Aug-2018* Jun-2018 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pets owner
19BR003791; Breed: Feline FIPRONIL via Bl employee, 3 crossbred cats (Miguel, male; Sara and Serena,
RJ; Brazil various breeds SPRAY females) of approximately 6 months old and approximately 1 kg
Sex: X Other products received FRONTLINE SPRAY (FL) (002/18B, exp date Jun 2020,
Sex qualifier: used: no other topical, whole body), administered by the reporter on date not
Unknown products informed (1 Aug 2018*) for flea treatment. Lack of efficacy is
Age: 6.00 Route: Topical / suspected because the pets remained with fleas, so another
Month(s) Cutaneous administration of FL was made less than one month later (22 Aug

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight
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Weight: 1 kg* Was the 2019*). The cats remain with fleas. The reporter says that she
product used used FL in the past with no issue (it is unknown if these animals
ok ?: No were treated before) and believes there is a problem with this
(Treatment / batch. The environment has been treated with unknown product.
vaccination No further information is available. UPDATE 25 Sep 2019 — The
program not pet owner informed that FL was applied on Jun 2019 and fleas
respected) were no longer found on the cats after an unknown ectoparasiticide

product was administered on date not informed (Sep 2019*).
Environment has been treated with K-Othrine®. She informed that
multiple costumers are complaining about FL, however, no patient
and event info has been provided. No further information is
available.
20-Aug-2019 [UAE; Species: Canine 1 1 0 (Product used: 03-Aug-2019* | 03-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,

19BR0O03801; Breed: Medium FIPRONIL one female crossbred dog of approximately 11.5 kg received

-, Brazil crossbred (10 - 20 10%/S FRONTLINE (FL) (unsubstantiated) (lot, exp date, route and

Kg) METHOPRENE application site unknown), administered by the reporter on date not

Sex: F 9% SPOT ON informed (10 Aug 2019*) for flea treatment. Lack of efficacy is

Sex qualifier: Other products suspected because the pet remains with fleas. The same issue

Unknown used: no other occurred after a previous administration (date not provided). This is

Age: 2.50 Year(s) products the extent of the information available. UPDATE 3 SEP 2019 — The

Weight: 11.5 kg Route: unknown pet owner informed that Sofia, a female medium crossbred dog of
Was the approximately 2.5 years old and approximately 11.5 kg, received
product used FRONTLINE PLUS (unsubstantiated) approximately 1 month ago
ok ?: Unknown (3 Aug 2018%). The pet remains with fleas. FL was used once 1.3
to Company years ago with the same issue (Apr 2018*). Sofia goes out for

walks daily. There is an untreated dog living in this house. The
environment has not been treated. No further information is
available.
26-Aug-2019 JUAE; Species: Feline 2 2 0 |Product used: 03-Aug-2019 03-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O03811; Breed: Feline FIPRONIL 2 crossbred cats (Oncinha, female of 4 years old and 3 kg; Tutu,
RJ; Brazil various breeds SPRAY male of 7 years old and approximately 4.8 kg) received

Sex: X Other products FRONTLINE SPRAY (FL) (002/18B, exp date unknown, topical,

Sex qualifier: used: no other neck, belly and tail}, administered by the reporter on 3 Aug 2019

Unknown products for flea treatment. The pets started presenting fleas over a month

Age: 4.00 Year(s) Route: Topical / prior to FL. Lack of efficacy is suspected because the pets

Weight: 3 - 4.8 kg Cutaneous remained with fleas, so another application of FL. was made on 19
Was the Aug 2019. The owner continues to visualize small fleas, big fleas
product used and flea feces on the animals. FL was used in the past (dose
ok?: No frequency is unknown and date of first administration was not
(Treatment / provided). The environment has not been treated. Related case
vaccination reported on 19BR0O03812. No further information is available.
program not
respected)

26-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 03-Aug-2019 03-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003812; {Breed: Rottweiler FIPRONIL Rotinho, a male Rottweiler of 8 years old and 50 kg, received
RJ; Brazil Sex: M SPRAY FRONTLINE SPRAY (FL) (002/18B, exp date unknown, topical,

Sex qualifier: Other products from neck to tail, belly and legs), administered by the reporter on 3

Unknown used: no other Aug 2019 for flea treatment. The pet started presenting fleas over

Age: 8.00 Year(s) products a month prior to FL. Lack of efficacy is suspected because the pets

Weight: 50 kg* Route: Topical / remained with fleas, so another application of FL. was made on 19
Cutaneous Aug 2019. The owner continues to visualize small fleas, big fleas
Was the and flea feces on the animal. FL was used in the past (dose
product used frequency is unknown and date of first administration was not
ok?: No provided). The environment has not been treated. Related case
(Treatment / reported on 18BR003811. No further information is available.
vaccination

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
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Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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program not
respected)
26-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 14-Aug-2019 | 14-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003819; Breed: Shih Tzu FIPRONIL Neném, a male Shih Tzu of 3 months old and 2.2 kg, received one
DF; Brazil Sex: M 10%/S pipette of FRONTLINE PLUS DOGS S (FL) (lot and exp date are
Sex qualifier: METHOPRENE unknown, topical, btw the shoulder blades) for the first time,
Unknown 9% SPOT ON administered by the reporter on approx. 14 Aug 2019 for tick
Age: 3.00 Other products treatment. Lack of efficacy is suspected because every day live
Month(s) used: no other around 2-3 ticks are being found on the dog. Whenever the ticks
Weight: 2.2 kg products are visualized they are manually removed by the pet owner. On 25
Route: Topical / Aug 2019 one live flea was also found on the pet but it was no
Cutaneous longer seen. Neném use to be bathed every 8 days. There is 1 dog
'Was the living in the same household that has been treated with Simparic®.
product used Environment treated with Triatox® and Poderoso®. No further
ok?: Yes information is available.
26-Aug-2019 [UAE; Species: Canine 1 1 0 |Product used: Mar-2019* Mar-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03823; Breed: Small FIPRONIL SPOT Toddy, a male small crossbred dog of 12 years old and 9 kg,
SP; Brazil crossbred (<10 ON DOG received 1 dose of FRONTLINE SPOT-ON DOGS S (lot and exp
Ka) Other products date unknown, topical, btw the shoulder blades), administered by
Sex: M used: no other the reporter on March 2019 for flea treatment. Lack of efficacy is
Sex qualifier: products suspected because the pet remained with fleas, so another
Unknown Route: Topical / application of FL. was made on 16 Aug 2019. FL. was used in the
Age: 12.00 Year(s) Cutaneous past with no issue (dose frequency - yearly, date of first
Weight: 9 kg Was the administration was not provided). Toddy has not been bathed lately
product used because he has been sick (no details were provided). The
ok?: No environment has been treated with Butox® (frequency was not
(Treatment / provided). No further information is available.
vaccination
program not
respected)
26-Aug-2019 [UAE; Species: Feline 2 2 0 [Product used: 23-Aug-2019 | 23-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR003825; Breed: Feline FIPRONIL SPOT male cats (Sherlock, British Shorthair, 3 years old, 2.9 kg; Watson,
SP; Brazil various breeds ON CAT Siamese, 2 years old, 7 kg) received one pipette of FRONTLINE
Sex: M Other products SPOT-ON CATS (FL) (lot and exp date are unknown, topical, btw
Sex qualifier: used: no other the shoulder blades) each, for the first time, administered by the
Unknown products reporter on 23 Aug 2019 for flea treatment. Lack of efficacy is
Age: 2.00 Year(s) Route: Topical / suspected because live fleas are still being found on the cats.
\Weight: 2.9 - 7 kg Cutaneous According to the reporter, she is not visualizing ‘a lot of fleas’ but
Was the the animals are experiencing intense itching and due to this she
product used suspects that the product has not been effective . Environment has
ok?: Yes been treated with an unknown product. No further information is
available.
26-Aug-2019 JUAE; Species: Canine 1 1 0  |Product used: 04-Aug-2019* | 04-Aug-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003831; Breed: French FIPRONIL Pirata, a male French Bulldog of 2 months old and 3.6 kg, received
RJ; Brazil Bulidog SPRAY FRONTLINE SPRAY (FL) (002/17, exp date Jun 2020, topical,
Sex: M Other products whole body except head) for the first time, administered by the
Sex qualifier: used: no other reporter on date not specified (4 Aug 2019*) for flea treatment.
Unknown products Lack of efficacy is suspected because the pet remained with fleas ,
Age: 2.00 Route: Topical / so new applications of FL were made every 2 days until 22 Aug
Month(s) Cutaneous 2019. On 24 Aug 2019 one last application of FL was made (whole
Weight: 3.6 kg 'Was the body) and the dog remains with fleas. There is a dog treated with
product used Bravecto® with no fleas living in this house. The environment was
ok?: No treated with Butox on 23 Aug 2019. During the last application the
(Treatment / dog had ocular exposure to the product, so SAE case was reported
vaccination on 18BR003832. No further information is available.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
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Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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26-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 24-Aug-2019 | 25-Aug-2019* 1 Day(s) D-C Suspected Adverse Event: As reported by the pet owner, Pirata, a
19BR003832; Breed: French FIPRONIL male French Bulldog of 2 months old and 3.6 kg, received
RJ; Brazil Bulldog SPRAY FRONTLINE SPRAY (FL) (002/17, exp date Jun 2020, topical,
Sex: M Other products whole body), administered by the reporter on 24 Aug 2019 for flea
Sex qualifier: used: no other treatment. The dog was in good health prior to product
Unknown products administration and received FL (whole body except head) every 2
Age: 2.00 Route: days from 4 Aug 2019 to 22 Aug 2019 with no issue. During
Month(s) Ophthalmic product administration the pet owner accidentally sprayed FL
Weight: 3.6 kg Was the directly on the dog’s eyes. Right after ocular expostre she washed
product used his eyes with saline solution. On the next morning the animal
ok?: No (Route presented eyelid edema, conjunctival edema, whitening of the eyes
not indicated / (corneal edema) and exophthalmia. He was taken to the
recommended) veterinarian and also presented corneal ulceration on the right eye.
The owner believes that the dog could have scratched this eye
causing the ulceration. Pirata has been treated with Meloxivet®,
Reginsel® pomade (BID} and platelet rich plasma. Signals are
decreasing. The veterinarian believes that the pressure of the
spray caused the signals, not the product itself. There is a dog that
was not treated with FL living in this house . SLOE case reported
on 18BR003831. No further information is available.
28-Aug-2019 JUAE; Species: Feline 1 1 0  |Product used: 20-Aug-2019 | 20-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003834; Breed: Domestic FIPRONIL Gigi, a female Domestic Shorthair cat (crossbred) of 35 months old
SP; Brazil Shorthair 10%/8 and approx. 5.5 kg, received one pipette of FRONTLINE PLUS
(Crossbreed) METHOPRENE CATS (FL) (lot and exp date are unknown, tfopical, btw the
Sex: F 12% SPOT ON shoulder blades) for the first time, administered by the reporter on
Sex qualifier: Other products 20 Aug 2019 for flea treatment. Lack of efficacy is suspected
Unknown used: no other because live fleas are still being found on the cat. The number of
Age: 35.00 products fleas decreased post product administration, however, they are still
Month(s) Route: Topical / seen. According to the reporter, Gigi rarely has outdoor access.
Weight: 5.5 kg Cutaneous Environment treated with an unknown product. No further
Was the information is available.
product used
ok?: Yes
28-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 11-Jun-2019 20-Aug-2019* 10 Week(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03835; Breed: FIPRONIL Becky, a female Pomeranian of 7 months old and 3.6 kg, received
SP; Brazil Pomeranian 10%/S one pipette of FRONTLINE PLUS DOGS S (FL) (lot and exp date
Sex: F METHOPRENE are unknown, topical, btw the shoulder blades) for the first time,
Sex qualifier: 9% SPOT ON administered by the reporter on 11 Jun 2019 for ectoparasite
Unknown Other products prevention. Lack of efficacy is suspected because live fleas are
Age: 7.00 used: no other being found on the dog. Before FL, Revolution® used to be
Month(s) products administered to Becky but the dose frequency was not informed.
\Weight: 3.6 kg Route: Topical / Environment not treated. No further information is available.
Cutaneous
Was the
product used
ok?: Yes
29-Aug-2019 [UAE; Species: Canine 1 1 0 [Product used: 28-Aug-2019 28-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003839; Breed: Poodle FIPRONIL Perola, a female Poodle of 6 months old and 4.5 kg, received
RJ; Brazil (Toy) SPRAY FRONTLINE SPRAY (FL} (002/18, exp date unknown, topical,
Sex: F Other products whole body) for the first time, administered by the reporter on 28
Sex qualifier: used: no other Aug 2019for tick treatment. The dog started presenting ticks
Unknown products approximately 2 weeks prior to FL. Lack of efficacy is suspected
Age: 6.00 Route: Topical / because the pet remains with live ticks. The dog has been bathed

N/A signifies the information for this field is either not available or not applicable
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Month(s) Cutaneous every 15 days and does not have access to the street. There are 3
Weight: 4.5 kg Was the dogs treated with Bravecto® or NEXGARD living in this household
product used and they do not have ticks anymore. The environment has been
ok?: Yes treated with Alpha Ciper®. No further information is available.
27-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 23-Aug-2019 23-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03840; Breed: Border FIPRONIL Fred, a male Border Collie of 4 years old and 23 kg, received
SP; Brazil Collie 10%/S FRONTLINE PLUS DOG L (lot and exp date unknown, topical, btw
Sex: M METHOPRENE the shoulder blades), administered by the reporter on 23 Aug 2019
Sex qualifier: 9% SPOT ON for flea treatment. Lack of efficacy is suspected because the pet
Unknown Other products remains with fleas. FL was used in the past with no issue {dose
Age: 4.00 Year(s) used: no other frequency is unknown and date of first administration was not
Weight: 23 kg products provided), but later he started to use an unknown ectoparasiticide
Route: Topical / collar on the dog. This is the extent of the information available.
Cutaneous
Was the
product used
ok?: Yes
28-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 2018* 23-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003843; Breed: FIPRONIL SPOT Lucky, a male Pomeranian of 1.7 years old and 12 kg, received
MG; Brazil Pomeranian ON DOG one pippete of FRONTLINE SPOT-ON DOGS M (FL} (024/17A,
Sex: M Other products exp date is unknown, topical, btw the shoulder blades),
Sex qualifier: used: no other administered by the reporter on 23 Aug 2019 for flea treatment.
Unknown products Lack of efficacy is suspected because live fleas are still being
Age: 7.70 Year(s) Route: Topical / found on the dog. FL has been administered in the past, every 45
Weight: 12 kg Cutaneous days since date not informed (2018*), with no issue. There are 2
Was the other dogs living in the same household and they have been
product used simultaneously treated with Frontline Spray® - according to the
ok?: Yes reporter, they don't have fleas. Environment not treated. No further
information is available.
29-Aug-2019 [UAE; Species: Canine 1 1 0 [Product used: 10-Aug-2019 | 20-Aug-2019* 10 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003845; {Breed: Shih Tzu FIPRONIL Marley, a male Shih Tzu of 6.5 years old and 10 kg, received
MG; Brazil Sex: M 10%/S FRONTLINE PLUS DOGS M (FL} (lot is unknown, Sep 2019,
Sex qualifier: METHOPRENE topical, btw the shoulder blades) administered by the reporter on
Unknown 9% SPOT ON 10 Aug 2019 for tick treatment. Lack of efficacy is suspected
Age: 6.50 Year(s) Other products because on approx. 20 Aug 2019* the retail shop staff member
Weight: 10 kg used: no other found one live tick on the dog. The dog use to be bathed on a pet
products store. FL has been administered every 3 months, since date not
Route: Topical / informed (2017*), with no issue. Environment not treated. No
Cutaneous further information is available.
Was the
product used
ok?: Yes
21-Aug-2019 (UAE; Species: Canine 1 1 0 [Product used: 08-Aug-2019 | 21-Aug-2019* 15 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003846; {Breed: Pit Bull FIPRONIL one female Pit Bull of unknown signaiment received FRONTLINE
-; Brazil Sex: F 10%/S (FL) (unsubstantiated} (lot, exp date, route and application site
Sex qualifier: METHOPRENE unknown), administered by the reporter on 6 Aug 2019. Lack of
Unknown 9% SPOT ON efficacy is suspected because the owner found 3 live ticks on the
Age: - Other products pet after treatment. FL was used in the past with no issue (dose
Weight: Unknown used: no other frequency is unknown and date of first administration was not
products provided). This is the extent of the information available.
Route: unknown
Was the
product used
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
H
298-Aug-2019 JUAE; Species: Canine 2 1 0 |Product used: 25-Aug-2019 | 29-Aug-2019* 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003847; Breed: Shih Tzu FIPRONIL Baruck, a male Shih Tzu of 50 days old and 2 kg, received one
CE; Brazil Sex: M SPRAY pipette of FRONTLINE SPRAY 250 ML (FL) (003/18C, exp date is
Sex qualifier: Other products unknown, topical, whole body) for the first time, administered by
Unknown used: no other the reporter on 25 Aug 2019 for tick treatment. Lack of efficacy is
Age: 50.00 Day(s) products suspected because since 29 Aug 2019 live ticks returned to be
Weight: 2 kg Route: Topical / found on the dog. Whenever the ticks are visualized they are
Cutaneous manually removed and killed by the pet owner. There is another
Was the dog living in the same household and it has been also treated with
product used FL and an unknown product with no issue. Environment treated
ok?: Yes with an unknown product. No further information is available.
24-Aug-2019 JUAE; Species: Feline 1 1 0 |Product used: 14-Aug-2019* | 20-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003849; Breed: Siamese FIPRONIL one cat of unknown signalment received FRONTLINE (FL}
-; Brazil Sex: M 10%/S (unsubstantiated}) (lot, exp date, route and application site
Sex qualifier: METHOPRENE unknown), administered by the reporter on date not informed (20
Unknown 12% SPOT ON Aug 2019*) for flea treatment. Lack of efficacy is suspected
Age: 1.30 Year(s) Other products because the pet remains with fleas. The reporter states that the
Weight: 3 kg used: no other environment was 'disinfected’. This is the extent of the information
products available. UPDATE 3 SEP 2019 — The pet owner informed that
Route: Topical / Snap, a male Siamese of 1.3 years old and 3 kg, received 1 dose
Cutaneous of FRONTLINE PLUS (unsubstantiated) (lot and exp date
'Was the unknown, topical, btw the shoulder blades) approximately 20 days
product used ago {14 Aug 2019*). The cat does not have outdoor access and
ok ?: Unknown remains with fleas. The environment has not been treated. No
to Company further information is available.
24-Aug-2019 (UAE; Species: Feline 3 3 0 [Product used: 20-Aug-2019* | 20-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003850; Breed: Feline FIPRONIL SPOT 3 cats of unknown signalment received FRONTLINE (FL)
-; Brazil (unknown) ON CAT (unsubstantiated) (lot, exp date, route and application site
Sex: U Other products unknown), administered by the reporter on date not informed (20
Sex qualifier: used: no other Aug 2019*) for flea treatment. Lack of efficacy is suspected
Unknown products because the pets remain with fleas. FL was used approximately 6
Age: - Route: unknown times in the past with the same issue (dose frequency is unknown
Weight: Unknown Was the and date of first administration was not provided). The cats do not
product used have access to the street. This is the extent of the information
ok?: Unknown available.
to Company
29-Aug-2019 [UAE; Species: Canine 3 1 0 [Product used: 30-Aug-2019 | 30-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003851; Breed: FIPRONIL SPOT (which is a veterinarian), one male Pomeranian of unknown
SP; Brazil Pomeranian ON DOG signalment received FRONTLINE SPOT-ON DOGS (FL}
Sex: M Other products (unsubstantiated}) (lot, exp date, route and application site
Sex qualifier: used: no other unknown), administered by the reporter on date not informed (20
Unknown products Aug 2019*). Lack of efficacy is suspected because the dog has
IAge: 3.00 Year(s) Route: Topical / fleas. FL has been used regularly on the dog (dose frequency is
Weight: 4.5 kg Cutaneous unknown and date of first administration was not provided). There
Was the are other dogs with no fleas that were also treated with FL living in
product used this household. This is the extent of the information available.
ok?: Yes UPDATE 23 Sep 2019 — The pet owner contacted BIAH to report
that Bono, a male Pomeranian of 3 years old and 4.5 kg, received
one pipette of FRONTLINE SPOT-ON DOGS S (FL) on 30 Aug
2019 for ectoparasite control. Lack of efficacy is still suspected
because the dog remains with fleas. FL has been administered
only once in the past, approx. 4 months ago (May 2019*) with no
issue. The reporter informed that, in addition to FL, Pulgoff® has
been also administered to the dog, however, the exact date of use
was not informed. Bono use to be bathed every 15 days.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Environment treated with K-Othrine. No further information is
available.
29-Aug-2019 JUAE; Species: Feline 1 1 0  |Product used: 25-Aug-2019* | 25-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003852; Breed: Feline FIPRONIL 2 female cats of unknown signalment received 1 dose of
SP; Brazil various breeds 10%/8 FRONTLINE PLUS CATS (FL) (lot, exp date, route and
Sex: F METHOPRENE administration site unknown) each, administered by the reporter on
Sex qualifier: 12% SPOT ON date not informed (25 Jul 2019*} for flea treatment. Lack of efficacy
Unknown Other products is suspected because the pets remain with fleas, apparently in
Age: 5.00 used: no other greater quantity than before treatment. FL was used in the past
Month(s}) products with no issue (dose frequency is unknown and date of first
Weight: 3 kg Route: Topical / administration was not provided). The cats do not have outdoor
Cutaneous access. There are 2 dogs that were treated with FRONTLINE
'Was the (unsubstantiated) one week earlier living in this apartment. No
product used further information is available. UPDATE 5 SEP 2019 - The owner
ok?: Yes was contacted and reported that Maia, a female mixed breed cat of
5 months old and 3 kg was treated with FL (topical, biw the
shoulder blades). The animal remains with fleas. In addition, she is
scratching herself due to fleas. Environment not treated. As
mentioned before, FLL was applied in the past with no issue. The
second cat was recently adopted by the reporter. So, FL was
applied for the first time on this other cat, who remains with fleas
(see case 19BRO03915). The owner also complained that her two
dogs received FL and she believes that they have fleas because
they are also scratching themselves (see case 19BR003916). No
further information is available.
29-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 09-Aug-2019 | 22-Aug-2019* 13 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03855; {Breed: Chowchow FIPRONIL SPOT Pandora, a female Chow Chow of 1 year old and 18 kg, received 1
MG; Brazil Sex: F ON DOG dose of FRONTLINE SPOT-ON DOGS M (lot and exp date
Sex qualifier: Other products unknown, topical, btw the shoulder blades) for the first time,
Unknown used: no other administered by the reporter on 9 Aug 2018 for tick treatment. The
iAge: 1.00 Year(s) products dog got ticks during his walks 3 or 4 days prior to FL. Lack of
Weight: 18 kg Route: Topical / efficacy is suspected because he found 5 ticks attached to the pet
Cutaneous during the last week. Pandora used to be treated with Bravecto® in
Was the the past. The environment was treated with K-Othrine® on the
product used same date of product administration. No further information is
ok?: Yes available.
28-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 20-Aug-2019 | 24-Aug-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03856; {Breed: Shih Tzu FIPRONIL Endy, a female Shih Tzu of 70 days old and 1.6 kg, received
MG; Brazil Sex: F SPRAY FRONTLINE SPRAY 250 ML (FL) (004/18, Sep 2020, topical,
Sex qualifier: Other products whole body) for the first time, administered by the reporter on 20
Unknown used: no other and 27 Aug 2019 for flea treatment. Lack of efficacy is suspected
Age: 70.00 Day(s) products because live fleas are still being found. Environment partially
Weight: 1.6 kg Route: Topical / treated (only the house’s external area). Due to a defect on the FL
Cutaneous bottle, a case was reported on GoTrack (PRID 486670). No further
Was the information is available.
product used
ok?: Yes
28-Aug-2019 JUAE; Species: Feline 1 1 0 |Product used: 06-Aug-2019 | 28-Aug-2019* 22 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003858; Breed: Feline FIPRONIL SPOT one female cat of unknown signalment received FRONTLINE
RS; Brazil various breeds ON CAT SPOT-ON CAT (FL) (lot, exp date, route and application site
Sex: F Other products unknown), administered by the reporter on 6 Aug 2019 for flea
Sex qualifier: used: no other treatment. The quantity of fleas decreased greatly after treatment.
Unknown products Lack of efficacy is suspected because on 28 Aug 2019 the quantity
Age: 6.00 Route: Topical / of fleas on the cat is even greater than before treatment. The cat
Month(s) Cutaneous does not have access to the street. This is the extent of the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction

and Country of g g 2 Started

Occurrence H * *

Weight: 2.5 kg Was the information available. UPDATE 6 SEP 2019 - Vanda, a female
product used mixed breed cat of 6 months old and 2.5 kg, received, for the first
ok?: Yes time, one vial of FL. The pet remains with fleas. Environment not

treated. No further information is expected.
30-Aug-2019 JUAE; Species: Canine 3 3 0 |Product used: 23-Jul-2019 23-dul-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 3
19BRO03865; Breed: American FIPRONIL female American Bullies dogs (Gaia, 3 years old, 25 kg; Princess,
MG; Brazil Bully SPRAY 2 years old and 18 kg; Valentina, 3 years old and 20 kg) received

Sex: F Other products FRONTLINE SPRAY 250 ML (FRONTLINE) (003/18A, exp date is

Sex qualifier: used: no other unknown, topical, belly, chest, back and next to head) for the first

Unknown products time, administered by the reporter on 23 Jul 2019 for flea

Age: 2.00 Year(s) Route: Topical / treatment. Lack of efficacy is suspected because the dogs remain

Weight: 18 - 25 kg Cutaneous with live fleas. According to the reporter, “he had to purchase FL
Was the pippetes to treat the animals’, however, it was not informed if these
product used pippetes have been in fact administered to the dogs. Environment
ok?: No not treated. No further information is available.

(Treatment /
vaccination
program not
respected)
30-Aug-2019 {UAE; Species: Feline 2 2 0 |Product used: Jul-2018 Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BRO03867; Breed: Domestic FIPRONIL SPOT Domestic Shorthair cats (crossbred) (Patcho, male, unknown age,
ISP; Brazil Shorthair ON CAT 5 kg; Eva, female, 5 months old, 2.5 kg) received one pipette of

(Crossbreed) Other products FRONTLINE SPOT-ON CATS (FL) (lot and exp date are unknown,

Sex: X used: no other topical, btw the shoulder blades) each, for the first time,

Sex qualifier: products administered by the reporter on Jul 2019 for flea treatment. Lack of

Unknown Route: Topical / efficacy is suspected because live fleas are still being found on the

Age: - Cutaneous cats. Environment not treated. Similar case reported on

Weight: 2.5 - 5 kg Was the 19BR003868. No further information is available.
product used
ok?: Yes

30-Aug-2019 UAE; Species: Canine 1 1 0 [Product used: Jul-2019 Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03868; Breed: Small FIPRONIL SPOT Opala, a male crossbred dog of 6 months old and 6 kg, received
ISP, Brazil crossbred (<10 ON DOG one pipette of FRONTLINE SPOT-ON DOGS 8 (FL) (lot and exp

Kg) Other products date are unknown, topical, btw the shoulder blades) for the first

Sex: M used: no other time, administered by the reporter on Jul 2019 for flea treatment.

Sex qualifier: products Lack of efficacy is suspected because live fleas are still being

Unknown Route: Topical / found on the dog. Opala use to be bathed once a week.

Age: 6.00 Cutaneous Environment not treated. Similar case reported on 19BR003867.

Month(s) Was the No further information is available.

Weight: 2.5 - 5 kg product used
ok?: Yes

03-Sep-2019 (UAE; Species: Feline 3 3 0 [Product used: 28-Aug-2019* | 28-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O03874; Breed: Feline FIPRONIL 3 crossbred cats (Mole, female of 10 years old and 3 kg; Nina,
ISP; Brazil various breeds SPRAY female of 1.5 years old and 3 kg; Thor, male of 1 year old and 3.5

Sex: X Other products kg) received FRONTLINE SPRAY (FL) (006/18A, exp date

Sex qualifier: used: no other unknown, topical, whole body) for the first time, administered by

Unknown products the reporter last week (28 Aug 2019*) for flea treatment. The pets

Age: 1.00 Year(s) Route: Topical / started presenting fleas 1 month prior to FL. Lack of efficacy is

Weight: 3 - 3.5 kg Cutaneous suspected because the pets remain with the same quantity of
Was the fleas. She visualized 3 live fleas walking on the pets. The cats are
product used bathed monthly and one of them has access to the rooftop of the
ok?: Yes house. The environment has not been treated. No further

information is available.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
31-Aug-2019 [UAE; Species: Canine 1 1 0 (Product used: 28-Aug-2019 28-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03876; Breed: Small FIPRONIL Maya, a female crossbred dog of 1.2 years old and 2 kg, received
PR; Brazil crossbred (<10 10%/S one pipette of FRONTLINE PLUS DOGS 8 (FL) (lot and exp date
Kg) METHOPRENE are unknown, topical, btw the shoulder blades) for the first time,
Sex: F 9% SPOT ON administered by the reporter on 28 Aug 2019 for flea treatment.
Sex qualifier: Other products Lack of efficacy is suspected because fleas were still being seen
Unknown used: no other after product administration, so, on 1 Sep 2019 Nexgard® was
Age: 1.20 Year(s) products administered and the pet is no longer presenting ectoparasites.
Weight: 2 kg Route: Topical / There are an unknown number of untreated animals (unknown
Cutaneous species) living in the same household. Environment not treated.
'Was the No further information is available.
product used
ok?: Yes
01-Sep-2019 JUAE; Species: Canine 1 1 0  |Product used: 2016* 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003878; Breed: Poodle FIPRONIL Bob, a male Poodle of 8 years old and 8 kg, received one pipette
PR; Brazil (Miniature}) 10%/8 of FRONTLINE PLUS DOGS S (FL) (005/18, Jan 2020, topical,
Sex: M METHOPRENE btw the shoulder blades) administered by the reporter on 1 Sep
Sex qualifier: 9% SPOT ON 2019 for flea treatment. Lack of efficacy is suspected because
Unknown Other products fleas are still being found on the dog. FL has been administered
IAge: 8.00 Year(s) used: no other every 2 months ‘since always’ (2016*) with no issue. Bob use to be
Weight: 8 kg products bathed at a pet store every 15 days. According to the reporter,
Route: Topical / there are stray dogs probably untreated that usually stay on the
Cutaneous street, next to the house. Environment not treated. Similar case
Was the reported on 19BR003878. No further information is available.
product used
ok?: Yes
01-Sep-2019 JUAE; Species: Canine 2 2 0 |Product used: 2016* 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR003879; Breed: Large FIPRONIL female crossbred dogs (Fiona, 9 years old, 45 kg; Lucy, 5 years
PR; Brazil crossbred (>20 10%/S old, 38 kg) received one pipette of FRONTLINE PLUS DOGS L
Kg) METHOPRENE (FL) (lot and exp date are unknown, topical, btw the shoulder
Sex: F 9% SPOT ON blades) each, administered by the reporter on 1 Sep 2019 for flea
Sex qualifier: Other products treatment. Lack of efficacy is suspected because fleas are still
Unknown used: no other being found on the dogs. FL has been administered every 2
Age: 5.00 Year(s) products months ‘since always' (2016*) with no issue. There is one dog
Weight: 38 - 45 kg Route: Topical / living in the same household that use to be bathed at a pet store
Cutaneous every 15 days. According to the reporter, there are stray dogs
Was the probably untreated that usually stay on the street, next to the
product used house. Environment not treated. Similar case reported on
ok?: Yes 19BR003878. No further information is available.
02-Sep-2019 JUAE; Species: Feline 3 3 0 |Product used: 29-Aug-2019 | 29-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 3
19BR003882; Breed: Domestic FIPRONIL crossbred cats {Salomao, male, 9 years old, 5 kg; Bibi, female, 7
SP; Brazil Shorthair 10%/S years old, approx. 3.7 kg; Pirulito, male, 1.9 years old, 6 kg)
(Crossbreed) METHOPRENE received one pipette of FRONTLINE PLUS CATS (FL) (lot and exp
Sex: X 12% SPOT ON date are unknown, topical, btw the shoulder blades) each,
Sex qualifier: Other products administered by the reporter on 28 Aug 2019 for flea treatment.
Unknown used: no other Lack of efficacy is suspected because live fleas are still being
Age: 1.90 Year(s) products found on the cats. FL has been administered in the past (every 6
Weight: 3.7 - 6 kg Route: Topical / months each cat receives ‘2 pippetes with a 15-day interval btw the
Cutaneous 2 applications’) with no issue since date not informed. According to
Was the the reporter, the cats eventually have access to the house’s
product used garden. Environment not treated. No further information is
ok?: Yes available.
02-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 28-Aug-2019 | 29-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003884; Breed: Retriever FIPRONIL Apolo, a male Golden Retriever of unknown age and 48 kg,
ISP, Brazil 10%/S received one pipette of FRONTLINE PLUS DOGS XL (FL)

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
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Occurrence H * *
(Golden) METHOPRENE (008/18B, exp date is unknown, topical, btw the shoulder blades)
Sex: M 9% SPOT ON administered by the reporter on 28 Aug 2019 for flea treatment.
Sex qualifier: Other products Lack of efficacy is suspected because fleas are still being found on
Unknown used: no other the dog. FL has been administered every 6 months since date not
Age: - products informed with no issue. Environment not treated. Similar cases
Weight: 48 kg Route: Topical / reported on 19BR003885 and 19BR003886. No further information
Cutaneous is available.
Was the
product used
ok?: Yes
02-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: 28-Aug-2019 | 29-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03885; Breed: Shih Tzu FIPRONIL Kate, a female Shih Tzu of unknown age and approx. 8 kg,
SP; Brazil Sex: F 10%/S received one pipette of FRONTLINE PLUS DOGS S (FL) (lot and
Sex qualifier: METHOPRENE exp date are unknown, topical, btw the shoulder blades}
Unknown 9% SPOT ON administered by the reporter on 29 Aug 2019 for flea treatment.
Age: - Other products Lack of efficacy is suspected because fleas are still being found on
Weight: 8 kg used: no other the dog. FL has been administered every 6 months since date not
products informed with no issue. Environment not treated. Similar cases
Route: Topical / reported on 19BR003884 and 19BR003886. No further information
Cutaneous is available.
Was the
product used
ok?: Yes
02-Sep-2019 JUAE; Species: Canine 1 1 0  |Product used: 29-Aug-2019 | 29-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003886; Breed: Medium FIPRONIL Princesa, a female crossbred dog of unknown age and 15 kg,
SP; Brazil crossbred (10 - 20 10%/8 received one pipette of FRONTLINE PLUS DOGS M (FL) (lot and
Ka) METHOPRENE exp date are unknown, topical, biw the shoulder blades)
Sex: F 9% SPOT ON administered by the reporter on 29 Aug 2019 for flea treatment.
Sex qualifier: Other products Lack of efficacy is suspected because fleas are still being found on
Unknown used: no other the dog. FL has been administered every 6 months since date not
Age: - products informed with no issue. Environment not treated. Similar cases
Weight: 15 kg Route: Topical / reported on 19BR003884 and 19BR003885. No further information
Cutaneous is available.
Was the
product used
ok?: Yes
03-Sep-2019 JUAE; Species: Feline 5 5 0 |Product used: 27-Aug-2019 | 03-Sep-2019* 10 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003888; Breed: Feline FIPRONIL via e-mail, 5 cats of unknown signalment were treated with
RJ; Brazil various breeds 10%/S FRONTLINE PLUS (unsubstantiated) (lot, exp date, route and
Sex: X METHOPRENE location are unknown), applied by the reporter around 24 Aug 2019
Sex qualifier: 12% SPOT ON (estimated date), for flea treatment. Lack of efficacy is suspected
Unknown Other products because the animals remain with fleas. They have no access to
Age: - used: no other the street and they have no contact with other animals. This is the
Weight: Unknown products extent of the information available. UPDATE 6 SEP 2019 - The
Route: Topical / owner was contacted and reported that she applied one vial of
Cutaneous FRONTLINE PLUS CATS (topical, btw the shoulder blades) to
'Was the each her 5 mixed breed cats of 2 years old to 16 years oid and 4 to
product used 7 kg, on 27 Aug 2019. The number of fleas has decreased, but the
ok?: Yes owner still sees fleas on her pets. Environment not treated. FL was
applied in the past with no issue (dose frequency is unknown and
first application was not provided). No further information is
expected.
02-Sep-2019 UAE; Species: Feline 2 2 0 [Product used: 14-Aug-2019* | 14-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003891; Breed: Feline FIPRONIL Charlote and Chanel, 2 female crossbred cats of 9 months old and
-, Brazil various breeds SPRAY 2.5 kg, received FRONTLINE SPRAY (FL}) (lot and exp date

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
Sex: F Other products unknown, topical, btw the shoulder blades) for the first time,
Sex qualifier: used: no other administered by the reporter approximately 20 days ago (14 Aug
Unknown products 2019*) for flea treatment. The owner believes that they already had
Age: 9.00 Route: Topical / fleas when they were adopted 9 months ago. Lack of efficacy is
Month(s) Cutaneous suspected because the pets remain with fleas. The cats do not
Weight: 2.5 kg Was the have outdoor access. The environment has not been treated.
product used Related case reported on 19BR003892. No further information is
ok?: No available.
(Treatment /
vaccination
program not
respected)
02-Sep-2019 JUAE; Species: Canine 2 2 0 |Product used: 19-Aug-2019* | 19-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR003892; Breed: Canine FIPRONIL 2 female dogs (Jully, small crossbred dog of 7 months old and 4
-; Brazil various breeds SPRAY kg; Meg, Shih Tzu of 4.5 years old and 5.5 kg) received
Sex: F Other products FRONTLINE SPRAY (FL) (lot and exp date unknown, topical, btw
Sex qualifier: used: no other the shoulder blades) for the first time, administered by the reporter
Unknown products approximately 15 days ago (19 Aug 2019*) for flea treatment. The
Age: 7.00 Route: Topical / owner believes that they got fleas when she adopted 2 cats (see
Month(s) Cutaneous case 19BR003881) 9 months ago. Lack of efficacy is suspected
Weight: 4 - 5.5 kg Was the because the pets remain with fleas. Meg has flea allergy dermatitis
product used and used to be treated with FRONTLINE PIPETTE and NEXGARD
ok?: No in the past with no issue. The dogs have outdoor access. The
(Treatment / environment has not been treated. No further information is
vaccination available.
program not
respected)
04-Sep-2019 JUAE; Species: Canine 1 1 0 |Product used: 28-Aug-2019 | 04-Sep-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003903; Breed: Pit Bull FIPRONIL Nine, a female Pit Bull of 14 months old and 30 kg, was treated, for
ISP; Brazil Sex: F 10%/S the first time, with one vial of FRONTLINE PLUS DOG L (FL) (ot
Sex qualifier: METHOPRENE and exp date are unknown, topical, btw the shoulder blades),
Unknown 9% SPOT ON applied by the reporter on 29 Aug 2019, for tick treatment. The dog
Age: 14.00 Other products started presenting ticks 1 month prior to FL. Lack of efficacy is
Month(s) used: no other suspected because the pet remains with ticks. The animal is
Weight: 30 kg products bathed every 15 days. The environment was treated once with
Route: Topical / Butox® on the same date of FL administration. FL was used on
Cutaneous other dog in the past with no issue. No further information is
'Was the expected.
product used
ok?: Yes
03-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: 10-Aug-2019 10-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003911; Breed: Small FIPRONIL Luna, a female crossbred of approx. 3 months old and 3.6 kg,
ISP; Brazil crossbred (<10 SPRAY received FRONTLINE SPRAY 100 ML (FL) (002/19A, exp date is
Ka) Other products unknown, topical, whole body) for the first time, administered by
Sex: F used: no other the reporter on 10 Aug 2019 and approx. on 25 Aug 2019* for flea
Sex qualifier: products treatment. Lack of efficacy is suspected because live fleas are still
Unknown Route: Topical / being found on the pet. Luna use to be bathed once a week.
Age: 3.00 Cutaneous Environment not treated. Similar case reported on 19BR003912.
Month(s) Was the No further information is available.
Weight: 3.6 kg product used
ok?: Yes
03-Sep-2019 UAE; Species: Feline 2 2 0 [Product used: 10-Aug-2019 10-Aug-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR003912; Breed: Domestic FIPRONIL female crossbred cats (Meg, € years old, 3.5 kg; Nina, 13 years
SP; Brazil Shorthair SPRAY old, 2 kg) received FRONTLINE SPRAY 100 ML (FL) (002/19A,
(Crossbreed) Other products exp date is unknown, topical, whole body) each, administered by

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex: F used: no other the reporter on 10 Aug 2019 and on 25 Aug 2019* for flea
Sex qualifier: products treatment. Lack of efficacy is suspected because live fleas are still
Unknown Route: Topical / being found on the pets. FL has been applied in the past (dose
Age: 6.00 Year(s) Cutaneous frequency and 1st administration date are unknown) with no issue.
Weight: 2 - 3.5 kg Was the Environment not treated. Similar case reported on 19BR003911.
product used No further information is available.
ok?: Yes
03-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 2014 12-Aug-2019 20 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003813; Breed: Small FIPRONIL Belinha, a female crossbred dog of 5 years old and 9 kg, received
MG; Brazil crossbred (<10 10%/S one pipette of FRONTLINE PLUS DOGS S (FL) (022/18A, exp
Kg) METHOPRENE date is unknown, topical, btw the shoulder blades) administered by
Sex: F 9% SPOT ON the reporter on 23 Jul 2019 for flea treatment. Lack of efficacy is
Sex qualifier: Other products suspected because since 12 Aug 2019 live fleas returned to be
Unknown used: no other found on the dog. FL has been administered every 3 months since
Age: 5.00 Year(s) products 2014 with no issue. Environment treated with K-Othrine®. No
Weight: 9 kg Route: Topical / further information is available.
Cutaneous
Was the
product used
ok?: Yes
29-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 25-Aug-2019* | 298-Aug-2019* 4 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003915; Breed: Feline FIPRONIL Mia, a female mixed breed cat of 3 months old and 1 kg, was
ISP; Brazil various breeds 10%/8 treated, for the first time, with one vial of FRONTLINE PLUS CATS
Sex: F METHOPRENE (FL) (lot and exp date are unknown, topical btw the shoulder
Sex qualifier: 12% SPOT ON blades), applied by the reporter around 25 Aug 2019, for flea
Unknown Other products treatment. Lack of efficacy is suspected because the pet remains
Age: 3.00 used: no other with fleas. Environment not treated. There is one more cat in this
Month(s}) products household with the same issue (see case 19BR003852). The
Weight: 1 kg Route: Topical / owner also complained that her two dogs received FL one week
Cutaneous earlier and she believes that they have fleas because they are also
Was the scratching themselves (see case 19BR003916). No further
product used information is available.
ok?: Yes
04-Sep-2019 (UAE; Species: Canine 2 2 0 [Product used: 18-Aug-2019* | 04-Sep-2019* 17 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03916; Breed: Canine FIPRONIL SPOT two male dogs of 6 years old (Bob, Dachshund, unknown weight;
SP; Brazil various breeds ON DOG Nick, Maltese, unknown weight), were treated with FRONTLINE
Sex: M Other products SPOT-ON DOG 8 (lot and exp date are unknown, topical, btw the
Sex qualifier: used: no other shoulder blades), applied by the reporter around 18 Aug 2019, for
Unknown products flea control. The owner believes that her dogs have fleas because
Age: 6.00 Year(s) Route: Topical / they are scratching themselves, but no fleas were seen.
Weight: Unknown Cutaneous Environment not treated. FL was applied in the past with no issue
Was the (dose frequency is unknown and first administration was not
product used provided). There are two cats in this household that received FL
ok ?: Unknown and they have fleas (see cases 18BR003852 and 19BR003915).
to Company No further information is expected.
04-Sep-2019 UAE; Species: Canine 3 1 0 [Product used: 15-Aug-2019* | 15-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O03933; Breed: Medium FIPRONIL via e-mail, a female medium mixed breed dog (other signalment is
A, Brazil crossbred (10 - 20 10%/S unknown) was treated with one vial of FRONTLINE PLUS
Ka) METHOPRENE (unsubstantiated} (FL) (lot, exp date, route and location are
Sex: F 9% SPOT ON unknown), applied by the reporter three weeks ago (14 Aug 2019).
Sex qualifier: Other products Lack of efficacy is suspected because the pet remains with
Unknown used: no other ectoparasites (details not provided). This is the extent of the
Age: 7.00 Year(s) products information available. UPDATE 10 SEP 2019 - The owner was
Weight: 12 kg Route: Topical / contacted and reported that Maria, a female medium crossbred
Cutaneous dog of 7 years old and 12 kg, was treated with one vial of

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Was the FRONTLINE PLUS DOG M (FL) (ot and exp date are unknown,
product used topical, btw the shoulder blades), applied by the reporter around 15
ok?: Yes Aug 2018, for tick treatment. The dog started presenting ticks 1
week prior FL use.Lack of efficacy is suspected because the pet
remains with ticks. Environment treated with an unknown product.
the dog dog is bathed weekly and have cutdoor access. There are
two more dogs in this household that were treated with FL and they
have no issue. FL has been applied with no issue every 6 months
since date not specified. No further information is expected.
05-8ep-2019 JUAE; Species: Canine 1 1 0 |Product used: 10-Aug-2019* | 10-Aug-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR003935; Breed: Medium FIPRONIL via e-mail, one dog of unknown signalment received, for the first
RS; Brazil crossbred (10 - 20 SPRAY time, FRONTLINE SPRAY (FL) (lot, exp date, route and location
Kg) Other products are unknown}), applied by the reporter on date not specified (1 Aug
Sex: F used: no other 2019 - chosen at random), for flea treatment. Lack of efficacy is
Sex qualifier: products suspected because the pet remains with fleas. In addition, it is
Unknown Route: Topical / scratching itself due to fleas. The owner used to apply vials of FL in
Age: 6.00 Cutaneous the past with no issue (dose frequency is unknown and first
Month(s) Was the application was not provided). This is the extent of the information
Weight: 10 kg product used available. UPDATE 9 Sep 2019 — The pet owner was contacted
ok?: No and reported that Ayla, a female crossbred dog of 6 months old
(Treatment / and 10 kg received FRONTLINE SPRAY 100 mL (FL) (005/18,
vaccination Sep 2020, topical, back) for the first time, applied by the reporter
program not on approx. 10 Aug 2019 for flea treatment. Lack of efficacy was
respected) suspected because live fleas were still being found on the dog so
on approx. 25 Aug 2019 FL was applied once again and Ayla
remains with fleas and she is scratching herself due to the flea
presence. Ayla use to be bathed once a week and use to be
frequently taken for walking outdoors to a place that is highly
frequented by dogs of unknown origin. According to the reporter,
after going outdoors the dog always comes back home presenting
with fleas. Environment not treated. Similar case reported on
19BR004006. No further information is available.
05-8ep-2019 JUAE; Species: Canine 1 1 0  |Product used: N/A 01-Jan-2015* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003940; Breed: Poodle FIPRONIL Ralf Raphael, a male crossbred dog {Poodle x Cocker) of 15 years
PE; Brazil (Miniature) 10%/8 old and 12 kg, was treated with FRONTLINE PLUS (FL)
Sex: M METHOPRENE (unsubstantiated} (lot, exp date, route and location are unknown),
Sex qualifier: 9% SPOT ON applied by the reporter on date not specified (1 Jan 2015*), for
Unknown Other products unknown reason. The owner believes that FL was not working. FL
IAge: 15.00 Year(s) used: no other was used in the past with no issue (dose frequency is unknown
Weight: 12 kg products and date of first administration was not provided). The owner also
Route: unknown complained about the lack of efficacy of NEXGARD (see cases
Was the 18BR0O03875 and 19BR0O03939). This is the extent of the
product used information available.
ok?: Unknown
to Company
06-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 28-Aug-2019 05-Sep-2019 1 Week(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003843; Breed: Feline FIPRONIL one female cat of unknown signaiment received 1 dose of
-; Brazil (unknown) 10%/S FRONTLINE PLUS CATS (FL} (lot, exp date, topical, btw the
Sex: F METHOPRENE shoulder blades), administered by the reporter on 29 Aug 2019 for
Sex qualifier: 12% SPOT ON flea treatment. Lack of efficacy is suspected because one week
Unknown Other products after treatment the reporter visualized a lot of fleas on the pet
Age: - used: no other during the bath. The cat remains with fleas and most of them are
Weight: Unknown products big. This is the extent of the information available.
Route: Topical /
Cutaneous
'Was the

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
product used
ok?: Yes
06-Sep-2019 JUAE; Species: Canine 2 1 0 |Product used: 24-Aug-2019* | 24-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003946; {Breed: Boxer FIPRONIL Duquesa, a female Boxer of arcund 25 kg and unknown age, was
MG; Brazil Sex: F 10%/S treated with one vial of FRONTLINE PLUS DOG L (FL) (lot and
Sex qualifier: METHOPRENE exp date are unknown, topical, btw the shoulder blades), applied
Unknown 9% SPOT ON by the reporter around 24 Aug 2019, for flea treatment. The owner
Age: - Other products believes that his dog has fleas because she is scratching herself,
Weight: 25 kg used: no other but no fleas were seen. Environment not treated. The dog goes out
products for walks regularly at a park nearby and is bathed every 15 days.
Route: Topical / There is a dog that previously had fleas and was treated with FL
Cutaneous one week earlier living in this house, and has no more fleas. The
Was the reporter believes that Duquesa got fleas from this dog. No further
product used information is expected.
ok?: Yes
06-Sep-2019 JUAE; Species: Canine 1 1 0 |Product used: 21-Aug-2019 21-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BRO03960; Breed: Blue FIPRONIL Aisha, a female Blue Heeler of 40 days old and 2.5 kg, received
MG; Brazil Heeler SPRAY FRONTLINE SPRAY 250 ML (FL) (004/18A, exp date is unknown,
Sex: F Other products topical, btw the shoulder blades, back, chest and belly) for the first
Sex qualifier: used: no other time, administered by the reporter on 21 Aug 2019, 25 Aug 2018
Unknown products and 4 Sep 2019 for flea/tick treatment. Lack of efficacy is
Age: 40.00 Day(s) Route: Topical / suspected because live fleas and ticks are still being found on the
Weight: 2.5 kg Cutaneous pet. There are 2 other dogs living in the same household and they
Was the have not been simultaneously treated, and 2 dogs that were
product used treated with FL and also remain with fleas and ticks (see case
ok?: No 19BR0O03961). Environment has not been treated either. No further
(Treatment / information is available.
vaccination
program not
respected)
06-Sep-2019 UAE; Species: Canine 2 2 0 |Product used: 01-Sep-2019 01-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR0O03961; Breed: Canine FIPRONIL female dogs of 5 years old (Fronline, German Shepherd Dog,
MG; Brazil various breeds SPRAY approx. 44 kg; Pandora, Rottweiler, approx. 49 kg) received
Sex: F Other products FRONTLINE SPRAY 250 ML (FL) (004/18A, exp date is unknown,
Sex qualifier: used: no other topical, btw the shoulder blades, back, chest and belly) for the first
Unknown products time, administered by the reporter on 1 Sep 2019 for flea/tick
Age: 5.00 Year(s) Route: Topical / treatment. The reporter says that the ectoparasites came from a
Weight: 44 - 49 kg Cutaneous dog that was recently brought to this house (see case
Was the 19BR0O03960). Lack of efficacy is suspected because live fleas and
product used ticks are still being found on the pets. There are 2 other dogs living
ok?: No in the same household and they have not been simultaneously
(Treatment / treated. Environment has not been treated either. No further
vaccination information is available.
program not
respected)
06-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 06-Sep-2019 06-Sep-2019 0 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, Luna, a
19BR003964, Breed: Yorkshire FIPRONIL female Yorkshire Terrier of 3 years old and 2.2 kg, received
MG; Brazil Terrier 10%/S FRONTLINE DOGS 8 (unsubstantiated) (FL) (lot and exp date are
Sex: F METHOPRENE unknown, topical, btw the shoulder blades) administered by the
Sex qualifier: 9% SPOT ON reporter on 6 Sep 2019 at 6:30 PM for unknown reason. The dog
Unknown Other products was in good health prior to product administration. Two hours post
Age: 3.00 Year(s) used: no other FL administration, Luna experienced vomiting and agitation. A few
Weight: 2.2 kg products time later she experienced apathy and trembling. Luna was taken
Route: Topical / to the vet clinic and, according to the reporter, the DVM suspects
Cutaneous that the animal had an intoxication caused by FL. It is unknown if

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Was the any treatment has been provided and Luna’s current health status
preduct used was not informed. This is the extent of the information available.
ok?: Yes UPDATE 16 AUG 2019 - The pet owner was contacted and
reported that Luna is ‘improving’. No further information is
available.
09-Sep-2019 JUAE; Species: Canine 1 1 0  |Product used: 02-Jul-2019* 25-4ui-2016* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003965; Breed: Lhasa FIPRONIL Meg, a female Lhasa Apso of 26 months old and 7 kg, was treated
SP; Brazil Apso 10%/8 with one vial of FRONTUINE PLUS DOG S (FL) (lot and exp date
Sex: F METHOPRENE are unknown, topical, btw the shoulder blades}, applied by the
Sex qualifier: 9% SPOT ON reporter on date not specified (2 Jul 2019*) for flea and tick
Unknown Other products prevention. Lack of efficacy is suspected because the pet got fleas
Age: 26.00 used: no other approximately 3 weeks after treatment (25 Jul 2019*). Another
Month(s} products administration of FL.was made on 2 Aug 2019 and the dog
Weight: 7 kg Route: Topical / remains with a few fleas. The dog has outdoor access 2 times per
Cutaneous month and is bathed every 15 days. Environment not treated. FL
Was the used to be applied every 3 months since date not specified (2017%)
product used and has been applied monthly lately (since date not provided). No
ok ?: Yes further information is expected.
06-Sep-2019 JUAE; Species: Canine 2 2 0 |Product used: 23-Aug-2019 23-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003968; Breed: Canine FIPRONIL two dogs (Marry, a female Poodle of 9 years old and 2.3 kg; Pitty, a
MG; Brazil various breeds SPRAY female small crossbred dog of 2 months and 800 g) were treated,
Sex: F Other products for the first time, with FRONTLINE SPRAY (FL) (003/18b, unknown
Sex qualifier: used: no other exp date, topical, whole body), applied by the reporter on 23 Aug
Unknown products 2019, for fleaftick treatment. Lack of efficacy is suspected because
Age: 2.00 Route: Topical / the number of fleas has increased. Environment treated with
Month(s) Cutaneous deltamethrin. The dogs have no outdoor access. FL pipette was
Weight: 0.8 - 2.3 Was the applied in the past and the product was not effective as well (See
kg product used case 19BR003969). No further information is expected.
ok?: Yes
008-Sep-2019 JUAE; Species: Canine 1 1 0 |Product used: N/A 01-Jul-2017* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O03969; Breed: Poodle FIPRONIL Marry, a female Poodle of 9 years old and 2.3 kg, was treated with
MG; Brazil (Miniature) 10%/S one vial of FRONTLINE (FL) (unsubstantiated) (lot , exp date,
Sex: F METHOPRENE route and location are unknown), applied by the reporter on date
Sex qualifier: 9% SPOT ON not specified (Jul 2018* - chosen at random}). The owner believes
Unknown Other products that FL was not effective (details not provided). Similar case
iAge: 9.00 Year(s) used: no other reported on 19BR003968. No further information is expected.
Weight: 2.3 kg products
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes
10-Sep-2019 UAE; Species: Feline 2 2 0 |Product used: 03-Sep-2019 03-Sep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BRO03973; Breed: Feline FIPRONIL 2 crossbred cats (Bebe, male of approximately 2.5 years old and 4
RJ; Brazil various breeds SPRAY kg; Perola, female of approximately 3.5 years old and 4 kg)
Sex: X Other products received FRONTLINE SPRAY (FL) (002/18, exp date Jun 2020,
Sex qualifier: used: no other topical, whole body) for the first time, administered by the reporter
Unknown products on 3 Sep 2019 (Bebe) and on 4 Sep 2016 (Perola) for flea
Age: 2.50 Year(s) Route: Topical / treatment. The pets started presenting fleas 1 month prior to FL.
Weight: 4 kg Cutaneous Lack of efficacy is suspected because the pets remain with fleas .
Was the She visualized fleas walking on the pets, on the floor and on
product used herself. FRONTLINE PIPETTE (unsubstantiated) was used in the
ok?: Yes past with no issue. The cats are not bathed very often and do not
have access to the street. There is a dog treated with FL living in
this house and it is unknown if it has fleas. The environment has

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
not been treated. No further information is available.
09-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 28-Aug-2019 | 08-Sep-2019* 11 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003876; Breed: Yorkshire FIPRONIL Ozzy, a male Yorkshire Terrier of 4 years old and 6 kg, received
SP; Brazil Terrier 10%/S one pippete of FRONTLINE PLUS DOGS S (022/18B, exp date is
Sex: M METHOPRENE unknown, topical, btw the shoulder blades) administered orally by
Sex qualifier: 9% SPOT ON the reporter on 28 Aug 2019 for flea treatment. Lack of efficacy is
Unknown Other products suspected because on approx. 8 Sep 2019 three live fleas were
Age: 4.00 Year(s) used: no other found on the dog's belly. He also continues to scratch intensely
Weight: 6 kg products (‘he is pulling out his fur') and has skin desquamation. The fleas
Route: Topical / were manually removed and the reporter attributed the mentioned
Cutaneous symptoms to the flea presence. Ozzy was taken to the vet clinic
Was the and, according to the reporter, ‘the DVM confirmed that FL. was not
product used effective’. An injection was administered to the dog and Atroveni®
ok?: Yes and an unknown ectoparasiticide product were also prescribed.
The ectoparasiticide product was administered on 9 Sep 2019 and
Ozzy is no longer with fleas. The owner added that Ozzy use to be
bathed once a week, he has ‘sensitivity’ to grooming blades and
use to be taken for walking outdoors twice a day. FL has been
applied in the past since date not informed but there was
confousing information regarding dose frequency. Also according
to her, the flea infestation was seen during 1 year prior to FL
administration and, since then, ‘multiple attempts to control the
issue have been performed unsuccessfully’ (no details were
provided). Environment use to be ‘regularly treated ' with
K-Othrine®. No further information is available.
11-Sep-2019  UAE; Species: Canine 1 1 0 |Product used: 09-Sep-2019 11-8ep-2019 2 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003891; {Breed: Beagle FIPRONIL SPOT Spike, a male Beagle of 5 years old and 13 kg, was treated, for the
SP; Brazil Sex: M ON DOG first time, with one vial of FRONTLINE SPOT-ON DOG M (FL) (lot
Sex qualifier: Other products and exp date are unknown, topical, btw the shoulder blades),
Unknown used: Unknown applied by the reporter on 9 Sep 2019, for flea treatment. An
iAge: 5.00 Year(s) tablet for flea unknown tablet for flea treatment was also administered prior to FL
Weight: 13 kg treatment; (date not specified - 8 Sep 2019*). Lack of efficacy is suspected
because new fleas have been found on the pet. Environment
Route: Topical / treated with deltamethrin. Sometimes the pet has outdoor access.
Cutaneous No further information is available.
Was the
product used
ok?: Yes
11-8ep-2019  JUAE; Species: Canine 1 1 0 |Product used: 30-Aug-2019 10-Sep-2019 11 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR00399%4; {Breed: Shih Tzu FIPRONIL SPOT Princesa, a female Shih Tzu of 9 months old and 5.2 kg, was
ISP; Brazil Sex: F ON DOG treated, for the first time, with one vial of FRONTLINE SPOT-ON
Sex qualifier: Other products DOG S (FL) (lot and exp date are unknown, topical, btw the
Unknown used: no other shoulder blades), applied by the reporter on 30 Aug 2019, for
Age: 9.00 products fleatick control. Lack of efficacy is suspected because fleas and
Month(s) Route: Topical / ticks have been found on her pet since 10 Sep 2019. Environment
Weight: 5.2 kg Cutaneous not treated. The pet has outdoor access and is bathed every 7 to 8
Was the days. Revolution® was used in the past with no issue. No further
product used information is expected.
ok?: Yes
09-Sep-2019 JUAE; Species: Feline 5 5 0  |Product used: 05-Sep-2019 05-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 5
19BR003995; Breed: Domestic FIPRONIL neutered mixed crossbred cats of 4 to 9 years old and 2.2 to 8 kg,
SP; Brazil Shorthair 10%/8 received one pipette of FRONTLINE PLUS CATS (FL) (007/18A,
(Crossbreed) METHOPRENE exp date is unknown, topical, btw the shoulder blades) each, for
Sex: X 12% SPOT ON the first time, administered by the reporter on 5 Sep 2019 for flea
Sex qualifier: Other products treatment. The cats started presenting fleas 5 days prior to FL.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown used: no other Lack of efficacy is suspected because live fleas are still being
Age: 4.00 Year(s) products found on the cats. According to the reporter, the animals do not
Weight: 2.2 - 8 kg Route: Topical / have outdoor access and during the summer they use to be bathed
Cutaneous once a month. There is 1 cat living in the same household that has
Was the not been treated. There is also 1 dog and he has been
product used simultaneously treated with Revolution®. Environment use to be
ok?: Yes treated once a week with Fleegard® and Butox®. No further
information is available.
11-Sep-2018  WUAE; Species: Canine 1 1 0  |Product used: 09-Sep-2019 09-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR003998; {Breed: Shih Tzu FIPRONIL one female Shih Tzu of unknown signalment was treated with
-, Brazil Sex: F SPRAY FRONTLINE SPRAY (FL) (lot, exp date, route and location are
Sex qualifier: Other products unknown}), applied by the reporter on 9 Sep 2019, for flea
Unknown used: no other treatment. The dog has outdoor access and got fleas after contact
Age: - products with other animals during a walk. Lack of efficacy is suspected
Weight: Unknown Route: unknown because the pet remains with fleas. Environment not treated. This
'Was the is the extent of the information available.
product used
ok?: Unknown
to Company
00-Sep-2019 {UAE; Species: Feline 1 1 0 |Product used: 10-Aug-2019* | 10-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04006; Breed: Domestic FIPRONIL Simba, a male crossbred cat of 3 years old and approx. 9 kg,
RS; Brazil Shorthair SPRAY received FRONTLINE SPRAY 100 mL (FL) (005/18, Sep 2020,
(Crossbreed) Other products topical, back and behind the ears) for the first time, applied by the
Sex: M used: no other reporter on approx. 10 Aug 2019* for flea treatment. Lack of
Sex qualifier: products efficacy is suspected because the pet remains with live fleas .
Unknown Route: Topical / There is 1 dog that was also treated with FL and has fleas (see
Age: 3.00 Year(s) Cutaneous case 19BR003935) living in the same household and he is
Weight: 9 kg Was the frequently taken for walking outdoors to places that are highly
product used frequented by other dogs of unknown origin. According to the
ok?: No reporter, after going outdoors the dog always comes back home
(Treatment / presenting with fleas. Environment not treated. No further
vaccination information is available. UPDATE 4 Oct 2019 - The pet owner
program not contacted BIAH to report the persistence of fleas and itching in a
respected) dog, so, a new case was created by mistake (19BR004561). it was
found that there was actually no LOE suspicion for an additional
patient and the mentioned dog was actually the same patient of the
case 19BR003935. Due to the lack of LOE suspicion the case
4561 was changed to inquiry. No further information is available.
11-8ep-2019  JUAE; Species: Canine 1 1 0 |Product used: 16-Aug-2019 17-Aug-2019 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004007; Breed: FIPRONIL Bheron, a female Dachshund of 10 kg and unknown age, received
RJ; Brazil Dachshund 10%/S one vial of FRONTLINE PLUS CATS (lot and exp date are
Sex: F METHOPRENE unknown, btw the shoulder blades, off-label: species not
Sex qualifier: 12% SPOT ON recommended), applied by the reporter on 16 Aug 2018, for flea
Unknown Other products control. Lack of efficacy is suspected because the pet got fleas one
Age: - used: no other day after treatment. Outdoor flea control has been performed with
Weight: 10 kg products Butox®, however, indoor flea control has not been made. FL has
Route: Topical / been applied every 3 months or so with no issue (date of first
Cutaneous application was not provided). No further information is expected.
Was the
product used
ok?: No
(Species not
indicated /
recommended}

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy

Page 60 of 867

legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
09-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: 05-Sep-2019 05-8ep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004014; Breed: Rottweiler FIPRONIL Logan, a male Rottweiler of 2 months old and 2.2 kg, received
RJ; Brazil Sex: M SPRAY FRONTLINE SPRAY 250 mL (FL) (004/18A, Sep 2020, topical,
Sex qualifier: Other products neck, next to tail, belly, face and armpits — off-label use} for the first
Unknown used: no other time, applied by the reporter on 5 and 6 Sep 2019 for flea
Age: 2.00 products treatment. Lack of efficacy is suspected because the pet remains
Month(s) Route: Topical / with live fleas. According to the reporter, the product was odorless
Weight: 2.2 kg Cutaneous (see PRID 493476 reported on GoTrack). Her hands also became
Was the slightly sticky after intentionally spraying the product on them (‘her
product used hands did not get ‘rough’ like the other times she administered
ok?: No FL’} — cases of human exposure were reported on 19BR004015
(Treatment / and 19BR004018. There are 2 dogs living in the same household
vaccination and they have not been simuitaneously treated. Environment has
program not not been treated either. No further information is available.
respected) 24-OCT-19 QA results received: Investigation completed for
FIPRONIL SPRAY Lot# 00418A, expiry 2020-09-30. Case
investigated by France - Toulouse. Final complaint evaluation BIAH
QA received a product quality complaint for FRONTLINE SPRAY,
batch 004/18, on 12 September 2019. The complaint description is
odorless. After verification, the batch 004/18 has been produced
by the bulk S024. This is the first complaint regarding this defect
for this batch. The retention sample is conform (aspect) but we do
not open the sample to smell because this complaint will be
classified major without impact for market action. The sample
complaint is not received. Pictures are attached for this case.
Batch record investigation: Manufacturing date: 08/10/2018 -
Expiry date: 09/2020 - Manufacturing quantity: 8498 liters. No
deviation is associated to this batch and one observation is not
associated to this defect. This batch was not concerned by any
change control. The results of QC testing are conform at
specifications. All parameters verified during manufacturing of this
batch of bulk are conform. Root
12-8ep-2019 UAE; Species: Canine 1 1 0 |Product used: 29-Aug-2019 29-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004016; Breed: Yorkshire FIPRONIL SPOT Jheik, a male Yorkshire of 28 months old and 2.4 kg, was treated,
ISP; Brazil Terrier ON DOG for the first time, with one vial of FRONTLINE SPOT-ON DOG S
Sex: M Other products (FL) (lot and exp date are unknown, topical, btw the shoulder
Sex qualifier: used: no other blades), applied by the reporter on 29 Aug 2019, for flea treatment.
Unknown products The dog is bathed monthly at a pet shop and started presenting
Age: 28.00 Route: Topical / fleas 1 month prior to FL. Lack of efficacy is suspected because
Month(s) Cutaneous the pet remains with fleas. A tick was visualized after treatment but
Weight: 2.4 kg Was the disappeared later, so lack of efficacy is not suspected in relation to
product used ticks. Environment not treated. No further information is expected.
ok?: Yes
12-8ep-2019 WUAE; Species: Canine 1 1 0  |Product used: 17-Aug-2019 | 12-Sep-2019* 26 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004027; {Breed: Pug FIPRONIL Pandora, a female Pug of 1 year old and 6.5 kg, was treated, for
ISP; Brazil Sex: F 10%/S the first time, with one vial of FRONTLINE PLUS DOG S (FL} (lot
Sex qualifier: METHOPRENE and exp date are unknown, topical, btw the shoulder blades),
Unknown 9% SPOT ON applied by the reporter on 17 Aug 2019, for flea control. Lack of
Age: 1.00 Year(s) Other products efficacy is suspected because fleas have been found on her pet.
Weight: 6.5 kg used: no other The dog is bathed every 15 days. Environment not treated. No
products further information is expected.
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
13-Sep-2019 JAE; Species: Canine 10 10 0 (Product used: N/A 2013* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04032; Breed: Canine FIPRONIL around 10 dogs of unknown signalment received FRONTLINE
RJ; Brazil (unknown) SPRAY SPRAY (FL) (lot and exp date are unknown, topical, back - low
Sex: U Other products dose), applied by the reporter approximately 6 years ago (2013%),
Sex qualifier: used: no other for flea treatment. Fleas have died, however new fleas were seen
Unknown products on his dogs. Environment treated with Triatox® and Talfon®. His
Age: - Route: Topical / issue was solved a long time ago with an unknown product. The
Weight: Unknown Cutaneous owner also complained that one of his dogs presented a reaction
Was the after application of one vial of FL PIPETTE (see case
product used 19BR004033). No further information is available.
ok?: No
(Treatment /
vaccination
program not
respected)
13-8ep-2019 JAE; Species: Canine 1 1 0 |Product used: N/A 2013* 0 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, one dog
19BR0O04033; Breed: Canine FIPRONIL SPOT of unknown signalment was treated with one vial of FRONTLINE
RJ; Brazil (unknown) ON DOG (unsubstantiated) (FL} (lot, exp date, route and location are
Sex: U Other products unknown), applied by the reporter around 2013*. After product
Sex qualifier: used: no other application (time to onset is unknown), the pet presented
Unknown products application site burn. Details were not provided. The owner also
Age: - Route: Topical / complained about the lack of efficacy of FL SPRAY (see case
Weight: Unknown Cutaneous 18BR004032). No further information is expected.
Was the
product used
ok?: Unknown
to Company
13-8ep-2019 UAE; Species: Canine 1 1 0 |Product used: 03-Sep-2019 11-8ep-2018 8 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, Egeu, a
19BR004036; Breed: Border FIPRONIL male Border Collie of 1 year old and 25 kg, was treated, for the first
SC; Brazil Collie 10%/S time, one vial of FRONTLINE PLUS DOG L (FL) (lot and exp date
Sex: M METHOPRENE are unknown, topical, btw the shouider blades), applied by the
Sex qualifier: 9% SPOT ON reporter on 3 Sep 2019, for flea control. The pet was in good health
Unknown Other products prior to NG and has no history of adverse reactions. On 11 Sep
Age: 1.00 Year(s) used: no other 2019, the pet presented application site lesion. No vet care was
Weight: 25 kg products provided. No further information is available.
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes
13-Sep-2019 JAE; Species: Canine 1 1 0 (Product used: Apr-2019* 13-8ep-2019 13 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04056; Breed: Medium FIPRONIL Mel, a female crossbred dog of 1 year old and 18 kg, received one
BA; Brazil crossbred (10 - 20 10%/S pipette of FRONTLINE PLUS DOGS M (FL) (lot and exp date are
Kg) METHOPRENE unknown, topical, back) administered by the reporter on 31 Aug
Sex: F 9% SPOT ON 2019 for ectoparasite control. Lack of efficacy is suspected
Sex qualifier: Other products because live fleas are being found on the dog since 13 Sep 2019.
Unknown used: no other On 13 Sep 2019 approx. 5 fleas were manually removed by the pet
Age: 1.00 Year(s) products owner as soon as they were visualized. FL has been administered
Weight: 18 kg Route: Topical / every 2 months since date not informed (Apr 2019*) with no issue.
Cutaneous Mel is eventually taken for walking outdoors. Environment not
'Was the treated. No further information is available.
product used
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Report printed on 25-0Oct-2019 at 8:39:59PM
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
14-Sep-2019 JAE; Species: Canine 2 2 0 (Product used: 01-Sep-2019* | 14-Sep-2019* 13 Day(s} D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O04062; Breed: Canine FIPRONIL via social media, 2 dogs of unknown signalment received
-, Brazil (unknown) SPRAY FRONTLINE SPRAY (FL) (lot, exp date, route and location are
Sex: U Other products unknown), applied by the reporter on date not specified (1 Sep
Sex qualifier: used: no other 2019 - chosen at random), for flea/tick control. Lack of efficacy is
Unknown products suspected because fleas have been found on her dogs. FL was
Age: - Route: Topical / applied in the past with no issue (dose frequency is unknown and
Weight: Unknown Cutaneous first administration was not provided). The reporter says that FL is
Was the highly effective for ticks but no longer effective for fleas . There are
product used also 4 cats treated with FL with the same issue living in this house
ok ?: Unknown (see case 19BR004063). No further information is expected.
to Company
14-8ep-2019 JAE; Species: Feline 4 4 0 |Product used: 01-Sep-2019* | 14-Sep-2019* 13 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BRO04063; Breed: Feline FIPRONIL via social media, 4 cats of unknown signalment received
-; Brazil (unknown) SPRAY FRONTLINE SPRAY (FL) (lot and exp date unknown, topical,
Sex: U Other products location unknown), applied by the reporter on date not specified (1
Sex qualifier: used: no other Sep 2019 - chosen at random), for fleattick control. Lack of efficacy
Unknown products is suspected because fleas have been found on her cats. FL was
Age: - Route: Topical / applied in the past with no issue (dose frequency is unknown and
Weight: Unknown Cutaneous first administration was not provided). The reporter says that FL is
Was the highly effective for ticks but no longer effective for fleas . There are
product used also 2 dogs treated with FL with the same issue living in this house
ok ?: Unknown (see case 18BR004062). No further information is expected.
to Company
16-8ep-2019 UAE; Species: Canine 1 1 0 |Product used: 08-Sep-2018* § 08-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004068; Breed: Medium FIPRONIL Nina, a female medium crossbred dog of more than 10 kg and 5
RJ; Brazil crossbred (10 - 20 SPRAY years old, was treated, for the first time, with FRONTLINE SPRAY
Ka) Other products (FL) (002/18B, unknown exp date, topical, whole body), applied by
Sex: F used: no other the reporter around 8 Sep 2019, for flea treatment. The product
Sex qualifier: products was administered after bath and the animal's hair and skin were
Unknown Route: Topical / still wet. The dog is bathed every 15 days or so. Lack of efficacy is
Age: 5.00 Year(s) Cutaneous suspected because the pet remains with fleas. In addition, ticks
Weight: 11 kg* Was the also started appearing on her pet. Environment treated with FL. No
product used further information is expected.
ok?: No
(Treatment /
vaccination
program not
respected)
16-Sep-2019 [UAE; Species: Canine 1 1 0 [Product used: 06-Sep-2019 15-Sep-2019* 9 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004074; iBreed: Chihuahua FIPRONIL Pingo, a male Chihuahua of 8 years old and 6 kg, was treated with
ES; Brazil Sex: M 10%/S one vial of FRONTLINE PLUS DOG S (014/18A, unknown exp
Sex qualifier: METHOPRENE date, topical, btw the shoulder blades), applied by the reporter on 6
Unknown 9% SPOT ON Sep 20189, for tick treatment. After product application, ticks have
Age: 8.00 Year(s) Other products died, however, the owner believes that FL is not working because
Weight: 6 kg used: no other fleas have been found on her pet. Environment not treated. The
products pet has outdoor access. FL has been applied with no issue every
Route: Topical / 40 days since 2009*. No further information is expected.
Cutaneous
Was the
product used
ok?: Yes
14-Sep-2019 JAE; Species: Canine 1 1 0 [Product used: 10-Aug-2019 | 20-Aug-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004081; Breed: Yorkshire FIPRONIL Sandy, a female Yorkshire of 17 months old and 2.6 kg, was
RJ; Brazil 10%/S treated with one vial of FRONTLINE PLUS DOG S (014/18A,

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Terrier METHOPRENE unknown exp date, topical, btw the shoulder blades), applied by
Sex: F 9% SPOT ON the reporter on 10 Aug 2019 and 10 Sep 2019, for fleaftick control.
Sex qualifier: Other products Lack of efficacy is suspected because attached ticks have been
Unknown used: no other found on her pet. The owner removes the ectoparasites, but new
Age: 17.00 products ticks are still appearing. The pet has outdoor access. Environment
Month(s) Route: Topical / not treated. No further information is expected.
Weight: 2.6 kg Cutaneous
Was the
product used
ok?: Yes
16-Sep-2019 JAE; Species: Canine 1 1 0 (Product used: 2019* 2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004082; Breed: Chowchow FIPRONIL an intact female Chowchow of unknown signalment received
-, Brazil Sex: F SPRAY FRONTLINE SPRAY (FL) (lot, exp date, route and location are
Sex qualifier: Other products unknown) applied by the reporter on date not informed (2019*) for
Unknown used: no other tick treatment. According to the reporter, the product was not
Age: - products effective. The reporter suspects that the product was not effective
Weight: Unknown Route: unknown because she may have misapplied it. This is the extent of the
'Was the information available for now.
product used
ok?: Unknown
to Company
14-8ep-2019 UAE; Species: Canine 1 1 0 |Product used: 13-May-2019* | 13-May-2018* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004083; Breed: Canine FIPRONIL via social media, one dog of unknown signalment was treated with
RJ; Brazil (unknown) 10%/S FRONTLINE PLUS (unsubstantiated) (FL) (lot, exp date, route and
Sex: U METHOPRENE location are unknown), applied by the reporter around one month
Sex qualifier: 9% SPOT ON ago (13 Aug 2019 - estimated date), for tick treatment. The owner
Unknown Other products believes that FL was not working because she found some ticks on
Age: - used: no other her dog. Environment treated weekly with Butox®. The pet has no
Weight: Unknown products outdoor access. FL was applied monthly for the past months (since
Route: Topical / May 2019*} and, according to the owner, the product was not
Cutaneous effective since then. So, Bravecto® was administered on date not
'Was the specified (13 Sep 2019*) and the pet is currently free of ticks.
product used However, she has 3 more dogs that were treated with FL and they
ok ?: Unknown still have ticks (See cases 19BR004084 and 19BR004085). The
to Company reporter used FL in the past with no issue (details were not
provided). No further information is expected.
14-Sep-2019 UAE; Species: Canine 2 2 0 [Product used: 13-May-2019* | 13-May-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR004084; Breed: Pinscher FIPRONIL female Pinschers (Pretinha, 10 years old and around 3.2 kg;
RJ; Brazil (Miniature} 10%/S Belinha, 20 months old and 3 kg) were treated with one vial of
Sex: F METHOPRENE FRONTLINE PLUS DOG 8 (FL) (lot and exp date are unknown,
Sex qualifier: 9% SPOT ON topical, btw the shoulder blades) each, applied by the reporter on
Unknown Other products 13 Sep 2019, for tick treatment. Lack of efficacy is suspected
Age: 20.00 used: no other because the animals remain with ticks, although on 16 Sep 2019
Month(s) products the quantity of ticks has decreased. Environment treated weekly
Weight: 3 - 3.2 kg Route: Topical / with Butox®. The animals have no outdoor access. FL has been
Cutaneous applied monthly for the past 4 months (since May 2019*) and,
'Was the according to the owner, the product was not effective since then.
product used There are 2 other dogs that also continued presenting ticks after
ok?: Yes FL living in this house (see cases 19BR004083 and 19BR004085.
The reporter used FL in the past with no issue (details were not
provided). No further information is expected.
14-8ep-2019 UAE; Species: Canine 1 1 0 |Product used: 13-Sep-2019 13-8ep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004085; Breed: Small FIPRONIL Aurora, a female small crossbred dog of 6 months old and 2.4 kg,
RJ; Brazil crossbred (<10 10%/S was treated, for the first time, with one vial of FRONTLINE PLUS
Kg) METHOPRENE DOG S (FL) (lot and exp date are unknown, topical, btw the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex: F 9% SPOT ON shoulder blades), applied by the reporter on 13 Sep 2019, for flea
Sex qualifier: Other products treatment. Lack of efficacy is suspected because the pet remains
Unknown used: no other with ticks, although the quantity of ticks has decreased.
Age: 6.00 products Environment treated weekly with Butox®. The animal has no
Month(s) Route: Topical / outdoor access. There are 3 other dogs that also continued
Weight: 2.4 kg Cutaneous presenting ticks after FL living in this house (see cases
Was the 19BR004083 and 19BR0O04084). No further information is
product used expected.
ok?: Yes
16-Sep-2019 [UAE; Species: Canine 1 1 0 [Product used: Sep-2019* Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004062; Breed: Canine FIPRONIL via distributor, a dog of unknown signalment received FRONTLINE
-; Brazil (unknown) SPRAY SPRAY (FL) (unsubstantiated; lot, exp date, route and location are
Sex: U Other products unknown) applied by the reporter on date not informed (Sep 2018*
Sex qualifier: used: no other - estimated) for flea/tick treatment. Lack of efficacy is suspected
Unknown products because live ticks and fleas continued to be seen 2 days after
Age: - Route: unknown product administration and, according to the pet owner, the
Weight: Unknown Was the ectoparasites actually increased in quantity post FL use. The
product used retailer gave 2 tablets of Nexgard® to the pet owner, however, it
ok ?: Unknown was not informed if the product was in fact administered and
to Company whether the ectoparasite infestation is ongoing. She also informed
that the product has a strong odor, so a case was reported on
GoTrack (see PRID 496256). Environmental factors are not
known. This is the extent of the information available for now.
24-0OCT-19 QA results received: Investigation completed for
FIPRONIL SPRAY Lot# UNKNOWN , expiry . Case investigated by
France - Toulouse. Final complaint evaluation A product quality
complaint for FRONTLINE spray 250ML batch unknown, was
received by BIAH QA on 18/09/19 : The defect reported is a strong
odor. 4 complaints were received for odor defects over the past 12
months, (regarding all batches/formats of frontline spray) . 2 were
for weak odor and 2 for strong odor. Root cause : no roct cause
established . The product contains a high quantity of isopropyl
alcohol, which results in a characteristic normal odor. It could also
be due to an alcoholic saturation of the bottle’s head space. The
product is very stable in normal storage conditions. Once applied
on the animal it can react with the hair of the animal depending on
the state of the hair. This is sometimes difficult to link the defect
with a real product’s problem. If the abnormal odor is confirmed
after examination of the sample returned, a specific analysis can
be performed. If no product is returned, and without the batch
number,
17-8ep-2019 UAE; Species: Canine 3 3 0 |Product used: 11-8ep-2019 | 17-Sep-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004093; Breed: Yorkshire FIPRONIL three male Yorkies of 2.5 years old and around 5.5 to 6.5 kg, were
RJ; Brazil Terrier 10%/8 treated, for the first time, with one vial of FRONTLINE PLUS DOG
Sex: M METHOPRENE S (FL) (lot and exp date are unknown, topical, btw the shoulder
Sex qualifier: 9% SPOT ON blades), applied to each one by the reporter on 11 Sep 2019, for
Unknown Other products flea control. Lack of efficacy is suspected because fleas have been
Age: 2.50 Year(s) used: no other found on her animals after one of them was taken to a house with
Weight: 5.5 -6.5 products treated cats. One of the dogs is allergic and is itching due to the
kg* Route: Topical / fleas. The fleas that were visualized were removed and it is
Cutaneous unknown if the dogs remain with fleas. Environment not treated.
Was the No further information is expected.
product used
ok?: Yes
17-8ep-2019 UAE; Species: Canine 1 1 0 |Product used: 10-Sep-2019 10-8ep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004100; Breed: Yorkshire FIPRONIL via social media, one dog of unknown signalment received

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
SP; Brazil Terrier 10%/S FRONTLINE (FL) (unsubstantiated) (lot, exp date, route and
Sex: F METHOPRENE location are unknown), applied by the reporter on date not
Sex qualifier: 9% SPOT ON specified (1 Sep 2019* - chosen at random), for flea treatment. The
Unknown Other products owner believes that FL is not working because the product has not
Age: 7.00 Year(s) used: no other killed the fleas. This is the extent of the information available.
Weight: 7 kg products UPDATE 18 SEP 2019 - Julie, a female Yorkshire of 7 years old
Route: Topical / and 7 kg, was treated with one vial of FRONTLINE PLUS DOG S
Cutaneous (lot and exp date unknown, topical, btw the shoulder blades),
Was the applied by the reporter on 10 Sep 2019, for flea treatment. The dog
product used started presenting fleas 1 week prior to FL. The pet remains with
ok?: Yes fleas. Environment not treated. The pet has flea allergy dermatitis
and is bathed weekly. FL has been applied three times a year with
no issue since date not specified. There is a cat treated with
unknown product with no fleas living in this house. No further
information is expected.
17-Sep-2019 JAE; Species: Canine 1 1 0 (Product used: 28-Aug-2019 29-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004107; Breed: Siberian FIPRONIL Zeus, a male Siberian Husky of 2 months old and 5 kg, was
AL; Brazil Husky SPRAY treated, for the first time, with FRONTLINE SPRAY (FL) (002/19A,
Sex: M Other products unknown exp date, topical, parts of the body - low dose), applied
Sex qualifier: used: no other by the reporter on 28 Aug 2019, for fleaftick treatment. Lack of
Unknown products efficacy is suspected because the pet remains with live ticks and
Age: 2.00 Route: Topical / fleas. The dog is bathed every 15 days. Environment treated with
Month(s) Cutaneous an unknown product. No further information is expected.
Weight: 5 kg Was the
product used
ok?: No
(Treatment /
vaccination
program not
respected)
16-Sep-2019 JAE; Species: Canine 1 1 0 [Product used: 25-Jun-2019* 10-Jui-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004108; Breed: Spaniel FIPRONIL Sofia, a female Cocker of 6 years old and 10.6 kg, was freated with
RJ; Brazil (Cocker) 10%/S one vial of FRONTLINE PLUS DOG (FL) (unsubstantiated) (lot and
Sex: F METHOPRENE exp date are unknown, topical, btw the shoulder blades), applied
Sex qualifier: 9% SPOT ON by the reporter around 25 Jun 2019 (estimated date), for flea
Unknown Other products treatment. 15 days post product application, the owner noticed that
Age: 6.00 Year(s) used: no other her dog still had fleas and itching (due to fleas). 45 days later (10
Weight: 10.6 kg products Aug 2019 - estimated date), she applied another vial of FL. and she
Route: Topical / still sees fleas on her pet. Environment treated with cypermethrin.
Cutaneous The pet has no outdoor access and has no contact with other
Was the animals. FL was applied for the first time around 2 years ago
product used (2017*). No further information is expected.
ok?: Yes
17-Sep-2019 [UAE; Species: Canine 1 1 0 [Product used: 26-Jul-2019 26-Jul-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004112; Breed: Yorkshire FIPRONIL Jodo, a male Yorkshire Terrier of 3 months old and 1.8 kg, received
MG; Brazil Terrier SPRAY FRONTLINE SPRAY 100 mL (FL) (002/18A, exp date is unknown,
Sex: M Other products topical, whole body except for the head — off-label use) for the first
Sex qualifier: used: no other time, applied by the reporter on 26 Jul, 5 and 16 Aug 20189 for tick
Unknown products treatment. Lack of efficacy is suspected because the pet remains
Age: 3.00 Route: Topical / with live ticks. The animal is bathed every 15 days. Environment
Month(s}) Cutaneous treated with unknown product. No further information is available.
Weight: 1.8 kg Was the
product used
ok?: No
(Treatment /

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
vaccination
program not
respected)
17-8ep-2019 JAE; Species: Feline 5 5 0 |Product used: 20-Aug-2019 20-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 5
19BR004119; Breed: Feline FIPRONIL cats (Lino, male, 13 years old, 5 kg; Nikita, female, crossbred, 8
RJ; Brazil various breeds 10%/S years old, 6 kg; Espeto, male, crossbred, 2 years old, 3.5 kg;
Sex: X METHOPRENE Baguera, male, Persian, 2.5 years old, 4.5 kg; Ponpydu, male,
Sex qualifier: 12% SPOT ON Ragdotll, 2 years old and 3.5 kg) received one pipette of
Unknown Other products FRONTLINE PLUS CATS (FL) (ot and exp date are unknown,
Age: 2.00 Year(s) used: no other topical, back) each, administered by the reporter on 20 Aug 2019
Weight: 3.500 - products for flea treatment. Lack of efficacy is suspected because live fleas
6.000 kg Route: Topical / are still being found on the cats. FL has been administered approx.
Cutaneous every 1 or 2 months®* since date not informed with no issue. The
Was the cats have outdoor access and are bathed every 15 days.
product used Environment has been treated with Butox® and Decaplus®.
ok ?: Unknown Vacuum cleaner is also used in the house. No further information is
to Company available.
18-Sep-2019 JAE; Species: Canine 1 1 0 [Product used: 28-Aug-2019 18-Sep-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004120; Breed: Yorkshire FIPRONIL Pietra, a female Yorkshire of 2 years old and 1.5 kg, was treated
SP; Brazil Terrier 10%/S with one vial of FRONTLINE PLUS (unsubstantiated) (FL} (lot and
Sex: F METHOPRENE exp date are unknown, topical, btw the shoulder blades), applied
Sex qualifier: 9% SPOT ON by the reporter on 28 Aug 2019, for flea control. Lack of efficacy is
Unknown Other products suspected because fleas have been found on her pet after
Age: 2.00 Year(s) used: no other treatment. Environment treated with Butox®. The dog is bathed
Weight: 1.5 kg products weekly. FL has been applied every 3 months with no issue since
Route: Topical / date not specified. No further information is expected.
Cutaneous
Was the
product used
ok?: Unknown
to Company
18-Sep-2019 JAE; Species: Canine 1 1 0 (Product used: 11-Jul-2019* 11-Jul-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04122; Breed: Small FIPRONIL Teca, a female small crossbred dog of 12 years old and 5 kg, was
RJ; Brazil crossbred (<10 10%/S treated with one vial of FRONTLINE PLUS DOG S (FL) (lot and
Kg) METHOPRENE exp date are unknown, topical, btw the shoulder blades), applied
Sex: F 9% SPOT ON by the reporter last week (11 Sep 2019*), for flea treatment. Flea
Sex qualifier: Other products infestation for the past 3 months (since Jul 2019*). Lack of efficacy
Unknown used: no other is suspected because the pet remains with fleas. Environment
Age: 12.00 Year(s) products treated with deltamethrin. FL has been applied monthly since date
Weight: 5 kg Route: Topical / not specified. The pet has no outdoor access. There is a cat
Cutaneous treated with FRONTLINE PLUS CATS with the same issue living in
Was the this house (see case 19BR004123). The owner also complained
product used that FL SPRAY was not effective (see cases 19BR004124 and
ok?: Yes 19BR004125). No further information is expected.
18-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: Jan-2018* Jan-2018* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004123; Breed: Small FIPRONIL Teca, a female small crossbred dog of 12 years old and 5 kg, was
RJ; Brazil crossbred (<10 SPRAY treated with FRONTLINE SPRAY (FL) (unsubstantiated) (lot and
Ka) Other products exp date are unknown, topical, whole body), applied by the reporter
Sex: F used: no other on date not specified (Jan 2018* - chosen at random), for flea
Sex qualifier: products treatment. The product was not effective. FL was applied in the
Unknown Route: Topical / past with no issue (dose frequency is unknown and first application
Age: 12.00 Year(s) Cutaneous was not provided). There is a cat that was also treated with FL with
Weight: 5 kg Was the the same issue living in this house (see case 19BR004125). The
product used owner also complained that FL.PLUS DOG 8 and FL PLUS CATS
ok?: Yes were not effective (see cases 19BR004122 and 19BR004124). No

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
further information is expected.
18-Sep-2019 JAE; Species: Feline 1 1 0 [Product used: 11-Jul-2019* 11-dul-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004124; Breed: Feline FIPRONIL Leopoldo, a male mixed breed cat of 6 months old and 3.5 kg, was
RJ; Brazil various breeds 10%/S treated with one vial of FRONTLINE PLUS CATS (FL} (lot and exp
Sex: M METHOPRENE date are unknown, topical, btw the shoulder blades), applied by the
Sex qualifier: 12% SPOT ON reporter last week (11 Sep 2019%), for flea treatment. Flea
Unknown Other products infestation for the past 3 months (Jul 2019*). Lack of efficacy is
Age: 6.00 used: no other suspected because the pet remains with fleas. Environment
Month(s) products treated with deltamethrin. FL has been applied monthly with no
Weight: 3.5 kg Route: Topical / issue since date not specified. The pet has no outdoor access.
Cutaneous There is a dog treated with FRONTLINE PLUS DOGS with the
Was the same issue living in this house (see case 19BR004122). The
product used owner also complained that FL SPRAY was not effective (See
ok ?: Yes cases 19BR004123 and 19BR004125). No further information is
expected.
18-Sep-2019 JAE; Species: Feline 1 1 0 [Product used: Jan-2018* Jan-2018* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004125; Breed: Feline FIPRONIL Leopoldo, a male mixed breed cat of 6 months old and 3.5 kg, was
RJ; Brazil various breeds SPRAY treated with FRONTLINE SPRAY (FL) (lot and exp date are
Sex: M Other products unknown, topical, whole body), applied by the reporter on date not
Sex qualifier: used: no other specified (Jan 2018*), for flea treatment. The product was not
Unknown products effective. FL was applied in the past with no issue (dose frequency
Age: 6.00 Route: Topical / is unknown and first application was not provided). There is a dog
Month(s) Cutaneous that was also treated with FL with the same issue living in this
Weight: 3.5 kg Was the house (see case 19BR004123). The owner also complained that
product used FL PLUS DOG S and FL PLUS CATS were not effective (see
ok?: Yes cases 19BR004122 and 19BR004124). No further information is
expected.
16-8ep-2019 UAE; Species: Feline 1 1 0 |Product used: 10-Sep-2019 10-Sep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004129; Breed: Turkish FIPRONIL Pirulito, 2 male Angora of 3 months old and 1.2 kg, received
-; Brazil Angora SPRAY FRONTLINE SPRAY 100 mL (FL} (002/18, Jun 2020, topical, neck
Sex: M Other products and armpits — off-label use) for the first time, applied by the
Sex qualifier: used: no other reporter on 10 Sep 2019 for flea treament. Lack of efficacy was
Unknown products suspected because live fleas continued to be seen on the cat, so,
Age: 3.00 Route: Topical / on 16 Sep 2019 FL was administered once again, this time on the
Month(s) Cutaneous whole body, and Pirulito remains with fleas. He visualizes and
Weight: 1.2 kg Was the removes 1 or 2 fleas daily and new fleas continue to appear. There
product used are 1 cat and 1 dog living in the same household and they have
ok?: No been treated with Frontline® (pipette presentation —
(Treatment / unsubstantiated) with no issue. Environment has been treated with
vaccination unknown product. No further information is available.
program not
respected)
17-8ep-2019 UAE; Species: Feline 1 1 0 |Product used: 03-Sep-2019 | 15-Sep-2019* 12 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, a
19BR004130; Breed: Domestic FIPRONIL male crossbred cat of unknown name, 1.5 years old and 5.5 kg,
ISP; Brazil Shorthair 10%/S received one pipette of FRONTLINE PLUS CATS (FL) (002/18B,
(Crossbreed) METHOPRENE exp date is unknown, topical, btw the shoulder blades) for the first
Sex: M 12% SPOT ON time, administered by the reporter on 3 Sep 2019 for flea
Sex qualifier: Other products treatment. The cat started presenting fleas 1 month prior to NG.
Unknown used: no other According to the reporter, FL was initially effective and it ‘killed all
Age: 1.50 Year(s) products the fleas’, however, on date not informed (15 Sep 2019*) live fleas
Weight: 5.5 kg Route: Topical / started to be found on the cat again so lack of efficacy is now
Cutaneous suspected. There are an unknown number of untreated cats living
'Was the in the same household. Environment not treated. No further
product used information is available.
ok?: Yes

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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18-Sep-2019 JAE; Species: Feline 2 0 [Product used: 03-Sep-2019 03-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004133; Breed: Domestic FIPRONIL initially via retailer, 2 male crossbred cats of 3.5 kg (Coragem, 8
ISP; Brazil Shorthair 10%/S months old; Floquinhio, 1 year old) received one pipette of
(Crossbreed) METHOPRENE FRONTLINE PLUS CATS (FL} (lot and exp date are unknown,
Sex: M 12% SPOT ON topical, base of skull} each, for the first time, administered by the
Sex qualifier: Other products reporter on 3 Sep 2019 for flea treatment. Lack of efficacy is
Unknown used: no other suspected because live fleas continued to be found on the cats
Age: 8.00 products and they were also scratching themselves due to the infestation.
Month(s) Route: Topical / So, on approx. 9 Sep 2019* Hectopar® was administered to
Weight: 3.5 kg Cutaneous Coragem and Floquinho and now they are no longer presenting
'Was the fleas. The retailer informed that other customers also complained
product used that FL was not effective but no details and valid patient info were
ok?: Yes provided. Environment has been treated with Butox® on 29 Aug
2019. There is a dog that was treated with FRONTLINE PLUS
DOGS with the same issue living in this house {see case
19BR0O04134). No further information is available.
18-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: 03-Sep-2019 03-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004134; Breed: Yorkshire FIPRONIL initially via retailer, Toy, a male Yorkshire Terrier of 4 years old and
SP; Brazil Terrier 10%/S 4 kg, received one pipette of FRONTLINE PLUS DOGS S (FL) (lot
Sex: M METHOPRENE and exp date are unknown, topical, base of skull) for the first time,
Sex qualifier: 9% SPOT ON administered by the reporter on 3 Sep 2019 for flea treatment.
Unknown Other products Lack of efficacy is suspected because the dog remained with fleas
Age: 4.00 Year(s) used: no other and also started to scratch himself due to the infestation. So, on
Weight: 4 kg products approx. 8 Sep 2018* Hectopar® was administered to Toy and now
Route: Topical / he is no longer presenting fleas. The retailer informed that other
Cutaneous customers also complained that FL was not effective but no details
Was the and valid patient info were provided. Environment was treated with
product used Butox® on 28 Aug 2018. There are 2 cats that were treated with
ok?: Yes FRONTLINE PLUS CATS with the same issue living in this house
(see case 19BR0O04133). No further information is available.
19-Sep-2019 [UAE; Species: Canine 2 2 0 [Product used: 10-Sep-2019 10-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004140; Breed: Small FIPRONIL via social media, two male small crossbred dogs (Costela, 5
RJ; Brazil crossbred (<10 SPRAY months old and around 1.5 kg; Torresmo, 5 kg and unknown age)
Kg) Other products were treated, for the first time, with FRONTLINE SPRAY 250 mL
Sex: M used: no other (FL) (lot and exp date are unknown, topical, back - incorrect
Sex qualifier: products application), applied by the reporter on 10 Sep 2019, for flea/tick
Unknown Route: Topical / treatment. The owner still sees ectoparasites on his dogs.
Age: 5.00 Cutaneous Environment treated with Butox® every 6 months. No further
Month(s) Was the information is available.
Weight: 1.5 - 5 kg product used
ok?: No
(Treatment /
vaccination
program not
respected)
18-8ep-2019 UAE; Species: Canine 2 2 0 |Product used: 08-Sep-2018* | 18-8ep-2019* 9 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004145; Breed: Siberian FIPRONIL via e-mail, 2 dogs received FRONTLINE PLUS (unsubstantiated)
DF; Brazil Husky 10%/S (FL) (lot, exp date, route and location are unknown), applied by the
Sex: M METHOPRENE reporter on date not specified (1 Sep 2018*). The owner believes
Sex qualifier: 9% SPOT ON that FL is not working anymore. FL was applied in the past with no
Unknown Other products issue (dose frequency is unknown and first application was not
Age: 1.00 Year(s) used: no other provided}. This is the extent of the information available. UDPATE
Weight: 18.5- 19 products 24 SEP 2019 - The owner was contacted and reported that her two
kg Route: Topical / male Siberian Huskies (Joy, 1 year old and 19 kg; Nick, 3 years old
Cutaneous and 18.5 kg) were treated with FL PLUS DOG M (lot and exp date

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Was the unknown, topical, btw the shoulder blades) around 15 days ago (9
product used Sep 2019*), for tick control. Lack of efficacy is suspected because
ok?: Yes a few ticks have been found on her dogs after treatment. It is
unknown if the dogs currently have ticks. Environment not treated.
FL has been applied every 3 months or so since date not specified.
No further information is expected.
19-8ep-2019 UAE; Species: Canine 2 2 0 |Product used: 01-Sep-2019 01-Sep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004149; Breed: Poodle FIPRONIL two female Poodles (Belinha, 12 kg, unknown age; Mel, 5 years
RJ; Brazil (Miniature) SPRAY old and 10 kg) were treated with FRONTLINE SPRAY 250 mL (FL)
Sex: F Other products (004/18A, Sep 2020, topical, parts of the body - low dose}, applied
Sex qualifier: used: no other by the reporter daily since 1 Sep 2019, for flea treatment. Lack of
Unknown products efficacy is suspected because the animals remain with fleas .
iAge: 5.00 Year(s) Route: Topical / Environment was not treated and FL was applied on the carpet.
Weight: 10 - 12 kg Cutaneous There is a cat treated with FL with the same issue living in this
Was the house (see case 19BR004150). In addition, the owner also
product used complained that FL is odorless (TPC reported on GOT - PRID
ok?: No 497894). Human exposure reported on 19BR004151. No further
(Treatment / information is expected.
vaccination
program not
respected}
19-Sep-2019 JAE; Species: Feline 1 1 0 [Product used: 01-Sep-2019 01-Sep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04150; Breed: Persian FIPRONIL Mutufo, a male Persian of 6 years old and 3 kg, was treated with
RJ; Brazil (No Further SPRAY FRONTLINE SPRAY 250 mL (FL) (004/18A, Sep 2020, topical,
Description} Other products parts of the body - low dose), applied by the reporter daily since 1
Sex: M used: no other Sep 2019, for flea treatment. Lack of efficacy is suspected
Sex qualifier: products because the animal remains with fleas. Environment was not
Unknown Route: Topical / treated and FL was applied on the carpet. There are 2 dogs treated
Age: 6.00 Year(s) Cutaneous with FL with the same issue living in this house (see case
Weight: 3 kg Was the 19BR004149). In addition, the owner also complained that FL is
product used odorless (TPC reported on GOT - PRID 497894). Human exposure
ok?: No reported on 19BR0O04151. No further information is expected.
(Treatment /
vaccination
program not
respected)
19-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 2019* 30-Aug-2019* 17 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04163; Breed: Medium FIPRONIL Laila, a female crossbred dog of 2 years old and 15 kg, received
MG; Brazil crossbred (10 - 20 10%/S one pipette of FRONTLINE PLUS DOGS M (FL) (lot and exp date
Ka) METHOPRENE are unknown, topical, back) administered by the reporter on 13
Sex: F 9% SPOT ON Aug 2019 for ectoparasite control. Lack of efficacy is suspected
Sex qualifier: Other products because approx. 15-20 days post FL application (30 Aug 2018*)
Unknown used: no other live fleas started to be found on the dog. FL has been administered
Age: 2.00 Year(s) products every 3 months with no issue (1st administration date was not
Weight: 15 kg Route: Topical / informed). The dog has outdoor access. Environment not treated.
Cutaneous No further information is available.
Was the
product used
ok?: Unknown
to Company
19-Sep-2019 JAE; Species: Feline 18 18 0 [Product used: 04-Sep-2019 04-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O04170; Breed: Feline FIPRONIL via e-mail, 21 cats of unknown signalment were treated with
SP; Brazil (unknown) 10%/S FRONTLINE (unsubstantiated) (FL) (lot, exp date, route and
Sex: X METHOPRENE location are unknown), applied by the reporter on 4 Sep 2019. 15
Sex qualifier: 9% SPOT ON days post product application, the owner still sees fleas on her

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown Other products animals. This is the extent of the information available. UPDATE
Age: 6.00 used: no other 21 Qct 2019 — The pet owner was contacted and reported that 18
Month(s) products cats (mixed, from approx. 6 months to 8 years old and 900 g to 4.5
Weight: 1-4.5 Route: Topical / kg) received one pipette FRONTLINE SPOT-ON CATS (FL)
kg* Cutaneous (topical, btw the shoulder blades) for fiea treatment. Lack of
Was the efficacy is still suspected because the animals remain with fleas .
product used FL has been administered in the past (dose frequency and 1st adm
ok?: Yes date not provided) with no issue. Environment not treated. Similar
case reported on 19BR004864. No further information is available.
18-8ep-2019 UAE; Species: Canine 7 7 0 |Product used: 01-Sep-2018* | 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004181; Breed: Canine FIPRONIL via e-mail, 7 dogs were treated with FRONTLINE (FL})
-; Brazil (unknown) 10%/S (unsubstantiated} (lot, exp date, route and location are unknown},
Sex: U METHOPRENE applied by the reporter on date not specified (1 Sep 2019*}, for flea
Sex qualifier: 9% SPOT ON treatment. The animals remain with fleas. There are also cats
Unknown Other products treated with FL with the same issue living in this house (see case
Age: - used: no other 19BR0O04182). No further information is available.
Weight: Unknown products
Route: unknown
Was the
product used
ok?: Unknown
to Company
18-Sep-2019 UAE; Species: Feline 2 2 0 |Product used: 01-Sep-2018* § 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004182; Breed: Feline FIPRONIL via e-mail, an unknown number of cats were treated with
-; Brazil (unknown} 10%/8 FRONTLINE (FL) (unsubstantiated) (lot, exp date, route and
Sex: U METHOPRENE location are unknown), applied by the reporter on date not
Sex qualifier: 12% SPOT ON specified (1 Sep 2019*), for flea treatment. The animals remain
Unknown Other products with fleas. FL was used in the past with no issue (dose frequency is
Age: - used: no other unknown and date of first administration was not provided).There
Weight: Unknown products are also dogs that were treated with FL with the same issue living
Route: unknown in this house (see case 19BR004181). No further information is
'Was the available.
product used
ok?: Unknown
to Company
20-Sep-2019 UAE; Species: Canine 3 3 0 (Product used: 16-Sep-2019 16-8ep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04191; Breed: Canine FIPRONIL three female dogs between 6 months old to 10 years old, 2.5 kg to
SP; Brazil various breeds SPRAY 18 kg, were treated with FRONTLINE SPRAY 100 mL (FL) (lot and
Sex: F Other products exp date are unknown, topical, ear and tail - incorrect application),
Sex qualifier: used: no other applied by the reporter on 16 Sep 2019 and 18 Sep 2019, for
Unknown products flea/tick treatment. Lack of efficacy is suspected because fleas and
Age: 6.00 Route: Topical / live ticks have been found on her animals. Environment treated
Month(s) Cutaneous with deftamethrin. No further information is expected.
Weight: 2.5 - 18 Was the
kg product used
ok?: No
(Treatment /
vaccination
program not
respected)
20-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 20-Sep-2019* | 20-Sep-2019* 0 Day(s) D-D Suspected Adverse Event: As reported by the pet owner, Pity, a
19BR004192; Breed: Siamese FIPRONIL female Siamese cat of approx. 6.5 years old and unknown weight,
MG; Brazil Sex: F SPRAY received FRONTLINE SPRAY 100 ML (FL) (002/18, exp date is
Sex qualifier: Other products unknown, topical, whole body) administered by the reporter on 20
Unknown used: no other Sep 2019* (estimated) for itching treatment. Pity was in good

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: 6.50 Year(s) products health prior to the application. An unknown time after FL Pity's
Weight: Unknown Route: Topical / back skin contracted. The pet owner used a damp cloth to remove
Cutaneous the product from the cat and the sign was no longer seen. FL has
Was the been administered in the past (dose frequency and 1st
product used administration date not informed) with no issue. There is no history
ok ?: No of AEs to other products. No further information is available.
(Indication not
indicated /
recommended)
23-8ep-2019 JUAE; Species: Feline 2 2 0 |Product used: 20-Sep-2019 20-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004200; Breed: Feline FIPRONIL two male mixed breed cats (Boris, 14 years old and around 5 kg;
ISP; Brazil various breeds 10%/S Baiman, 10 years old and 4 kg), were treated with one vial of
Sex: M METHOPRENE FRONTLINE PLUS CATS (FL} (007/18B; unknown exp date,
Sex qualifier: 12% SPOT ON topical, btw the shoulder blades) each, applied by the reporter on
Unknown Other products 20 Sep 2018, for flea treatment. Lack of efficacy is suspected
Age: 10.00 Year(s) used: no other because the pets remain with fleas. Environment treated with
Weight: 4 - 5 kg products deltamethrin. FL was applied years ago. No further information is
Route: Topical / expected.
Cutaneous
Was the
product used
ok?: Yes
21-Sep-2019 {UAE; Species: Canine 1 1 0 |Product used: 13-Sep-2019 13-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004201; Breed: Small FIPRONIL via e-mail, one female dog (other signalment is unknown) was
SP; Brazil crossbred (<10 10%/S treated with FRONTLINE PLUS (FL) (unsubstantiated) (lot, exp
Ka) METHOPRENE date, route and location are unknown), applied by the reporter on
Sex: F 9% SPOT ON 13 Sep 2019, for flea treatment. Lack of efficacy is suspected
Sex qualifier: Other products because the pet remains with fleas. In addition, the petis
Unknown used: no other scratching itself due to fleas. This is the extent of the information
Age: 3.00 Year(s} products available. UPDATE 25 S8EP 2019 - Kiki, a female small crossbred
Weight: 8 kg Route: Topical / dog of 3 years old and 8 kg, was treated, for the first time, with one
Cutaneous vial of FL PLUS DOG S (topical, btw the shoulder blades). Kiki is
Was the bathed every 15 days and started presenting fleas over a month
product used prior to FL. The pet remains with fleas. Environment not treated.
ok?: Yes No further information is expected.
21-8ep-2019 JUAE; Species: Feline 1 1 0 |Product used: 17-8ep-2019 17-8ep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04202; Breed: Domestic FIPRONIL SPOT Bublack, a male Domestic Shorthair cat (crossbred) of 10 years
BA; Brazil Shorthair ON CAT and 6 kg, received one pipette of FRONTLINE SPOT-ON CATS
(Crossbreed) Other products (FL) (lot and exp date date are unknown, topical, btw the shoulder
Sex: M used: no other blades}) administerad by the reporter on 17 Sep 2019 for flea
Sex qualifier: products treatment. Lack of efficacy is suspected because Bublack remains
Unknown Route: Topical / with live fleas and he is scratching himself due to the ectoparasite
Age: 10.00 Year(s} Cutaneous infestation. It is unknown if FL has been administered in the past.
Weight: 6 kg Was the The reporter added that Bublack used to receive Fiprolex® ‘since
product used always’ (dose frequency not informed) with good results.
ok?: Yes Environment not treated. No further information is available.
21-8ep-2019 JUAE; Species: Canine 1 1 0 |Product used: 11-8ep-2019 21-Sep-2019 10 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004204; Breed: Retriever FIPRONIL via e-mail, a dog of unknown signaiment received FRONTLINE
SP; Brazil (Golden) 10%/S PLUS DOGS L (FL) (lot, exp date, route and location are unknown)
Sex: M METHOPRENE for the first time, applied by the reporter on 11 Sep 2019 for flea
Sex qualifier: 9% SPOT ON treatment. Lack of efficacy is suspected because on 21 Sep 2019
Unknown Other products 2 live fleas were found on the dog. The dog is bathed at home
Age: 2.00 Year(s} used: no other every 15 days. Environmental factors are not known. This is the
Weight: 37 kg products extent of the information available for now. UPDATE 25 Sep 2019
Route: Topical / — The pet owner was contacted and reported that Theo, a male

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Cutaneous Golden Retriever of 2 years old and 37 kg, received one pipette of
Was the FL (topical, btw the shoulder blades) for the first time. Lack of
product used efficacy is suspected because live fleas are still being found on the
ok?: Yes dog. Environment treated with unknown product. No further
information is available.
24-Sep-2019 JUAE; Species: Canine 2 2 0  |Product used: Jun-2019* Jun-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 2
19BR004226; Breed: Pinscher FIPRONIL female Pinschers (Pipoca, 7 years old, 5kg; Lili, 3 years old, 4 kg}
SP; Brazil (Miniature) SPRAY received FRONTLINE SPRAY 250 mL (FL) (lot and exp date are
Sex: F Other products unknown, topical, whole body) each, for the first time, applied by
Sex qualifier: used: no other the reporter on Jun, Jul* and 21 Sep 2019 for flea treatment. Lack
Unknown products of efficacy is suspected because the pets remain with live fleas .
IAge: 3.00 Year(s) Route: Topical / Environment not treated. There is a cat that was treated with FL
Weight: 4 - 5 kg Cutaneous with the same issue living in this house (see case 19BR004227).
'Was the No further information is available.
product used
ok?: Yes
24-Sep-2019 {UAE; Species: Feline 2 2 0 |Product used: Jun-2019* Jun-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004227; Breed: Domestic FIPRONIL Lola, a female Domestic Shorthair cat (crossbred) of 4 months old
ISP, Brazil Shorthair SPRAY and unknown weight, received FRONTLINE SPRAY 250 mL (FL})
(Crossbreed) Other products (lot and exp date are unknown, topical, whole body} for the first
Sex: F used: no other time, applied by the reporter on Jun, Jul and 21 Sep 2019 for flea
Sex qualifier: products treatment. Lack of efficacy is suspected because the pet remains
Unknown Route: Topical / with live fleas. Environment not treated. There are 2 dogs that
Age: - Cutaneous were treated with FL with the same issue living in this house (see
Weight: Unknown Was the case 19BR004226). No further information is available. UPDATE
product used 25 SEP 2019 - The owner forgot to mention that she also applied
ok?: Yes FL on her another cat (Preta, female). Both cats remain with fleas.
No further information is expected.
24-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 12-Sep-2019 12-8ep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04230; {Breed: Chowchow FIPRONIL Sissy, a female Chow Chow of 14 years old and 15 kg, was
SP; Brazil Sex: F SPRAY treated, for the first time, with FRONTLINE SPRAY 100 mL (FL}
Sex qualifier: Other products (002/18A, Jun 2020, topical, back and belly - incorrect
Unknown used: no other application/low dose), applied by the reporter on 12 Sep 2019, for
Age: 14.00 Year(s) products flea treatment. Lack of efficacy is suspected because the pet
Weight: 15 kg Route: Topical / remains with fleas. Environment not treated. There are 2 cats that
Cutaneous were treated with FL with the same issue living in this house (see
Was the case 19BR004231). TPC reported on GOT (PRID 500766). No
product used further information is expected.
ok?: No
(Treatment /
vaccination
program not
respected)
24-Sep-2019 UAE; Species: Feline 2 2 0 |Product used: 12-Sep-2019 12-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004231; Breed: Feline FIPRONIL two mixed breed cats (Pandora, female, 8 months old, 2.5 kg;
ISP; Brazil various breeds SPRAY Faisca, male 13 months oid and 3 kg), were treated, for the first
Sex: X Other products time, with FRONTLINE SPRAY (FL} (002/18A, Jun 2020, topical,
Sex qualifier: used: no other back and belly - incorrect application/low dose), applied by the
Unknown products reporter on 12 Sep 2019, for flea treatment. Lack of efficacy is
Age: 8.00 Route: Topical / suspected because the animals remain with fleas. Environment not
Month(s}) Cutaneous treated. There is a dog that was treated with FL with the same
Weight: 2.5 - 3 kg Was the issue living in this house (see case 19BR004230). TPC reported
product used on GOT (PRID 500766). No further information is expected.
ok?: No
(Treatment /

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
vaccination
program not
respected)
24-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 10-Sep-2019 10-8ep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004245; Breed: Feline FIPRONIL Bils, a male mixed breed cat of 3 years oid and 3 kg, was treated,
RJ; Brazil various breeds SPRAY for the first time, with FRONTLINE SPRAY 250 mL(FL} (001/19A,
Sex: M Other products unknown exp date, topical, parts of the body - incorrect
Sex qualifier: used: no other application), applied by the reporter on 10 Sep 2019, for fleaftick
Unknown products treatment. Lack of efficacy is suspected because the pet remains
Age: 3.00 Year(s) Route: Topical / with a high quantity of fleas and ticks. Environment treated with an
Weight: 3 kg Cutaneous unknown product. There is a dog that was treated with FL with the
Was the same issue living in this house (see case 18BR004246). No further
product used information is expected.
ok?: No
(Treatment /
vaccination
program not
respected)
24-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: 10-Sep-2019 10-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004246; Breed: Pinscher FIPRONIL Mel, a female Pinscher of 6 months old and 2 kg, was treated, for
RJ; Brazil (Miniature) SPRAY the first time, with FRONTLINE SPRAY 250 mL(FL) (001/19A,
Sex: F Other products unknown exp date, topical, parts of the body - incorrect
Sex qualifier: used: no other application), applied by the reporter on 10 Sep 2019, for fleaftick
Unknown products treatment. Lack of efficacy is suspected because the pet remains
Age: 6.00 Route: Topical / with a high quantity of fleas and ticks. Environment treated with an
Month(s}) Cutaneous unknown product. There is a cat that was treated with FL with the
Weight: 2 kg Was the same issue living in this house (see case 18BR004245). No further
product used information is expected.
ok?: No
(Treatment /
vaccination
program not
respected)
23-Sep-2019 (UAE; Species: Canine 2 1 0 [Product used: 17-Sep-2019 | 23-Sep-2019* 6 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004253; Breed: Yorkshire FIPRONIL Aufonso, a male Yorkshire of 7 years old and 3.5 kg, was treated,
SP; Brazil Terrier SPRAY for the first time with FRONTLINE SPRAY (FL) (005/18A, Sep
Sex: M Other products 2020, topical, whole body), applied by the reporter on 17 Sep 2019,
Sex qualifier: used: no other for flea and tick prevention. Lack of efficacy is suspected because
Unknown products one tick was found on her dog. Currently, the dog is free of ticks.
Age: 7.00 Year(s) Route: Topical / The dog is bathed weekly and has access to the street.
Weight: 3.5 kg Cutaneous Environment not treated. There is one more dog in this household
'Was the that was treated with FL and it has no issue. No further information
product used is expected.
ok?: Yes
23-Sep-2019 JUAE; Species: Canine 1 1 0  |Product used: 23-Sep-2019 23-Sep-2019 8 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004254; {Breed: Pug FIPRONIL one dog of 70 days old (other signalment is unknown} was treated,
SP; Brazil Sex: M 10%/8 for the first time, with FRONTLINE PLUS (FL) (unsubstantiated)
Sex qualifier: METHOPRENE (lot, exp date, route and location are unknowny}, applied by the
Unknown 9% SPOT ON reporter on 15 Sep 2019, for flea treatment. On 23 Sep 2019, the
Age: 70.00 Day(s) Other products owner noticed more than 8 fleas on her dog. No further information
Weight: 1.2 kg used: no other is expected. UPDATE 30 Sep 2019 - The pet owner was
products contacted and reported that Zeca, a male Pug of 70 days old and
Route: Topical / 1.2 kg, received one pipette of FRONTLINE PLUS DOGS S (FL)
Cutaneous (topical, btw the shoulder blades) for the first time on 23 Sep 2019.
Was the Itis unknown if fleas are still being found on the animal.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
product used Environment has not been treated. No further information is
ok?: Yes available.
22-Sep-2019 JUAE; Species: Canine 2 2 0  |Product used: 18-8ep-2019 22-Sep-2019 3 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004257; Breed: Yorkshire FIPRONIL two female Yorkies (Belinha, 6.5 years old and 4 kg; July, 4 years
ISP; Brazil Terrier 10%/S old and 2.5 kg), were treated with one vial of FRONTLINE PLUS
Sex: F METHOPRENE DOG S (FL} (022/18B, May 2020, topical, btw the shoulder
Sex qualifier: 9% SPOT ON blades), applied by the reporter on 19 Sep 2019, for flea treatment.
Unknown Other products Lack of efficacy is suspected because the owner still sees fleas on
IAge: 4.00 Year(s) used: no other her dogs. Environment treated with FLL. SPRAY and Butox®. FL
\Weight: 2.5 - 4 kg products was applied in the past with no issue (dose frequency is unknown
Route: Topical / and first application was not provided). The animals have no
Cutaneous outdoor access, but sometimes they have access to the front yard.
Was the On 22 Sep 2019, one tablet of NEXGARD (11.3 mg) was given to
product used each dog and they are currently free of fleas. However, one of
ok ?: Yes them is still scratching herself (see case 19BR004258). No further
information is available.
23-Sep-2019 (UAE; Species: Feline 1 1 0 [Product used: 10-Aug-2019* | 01-Sep-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004264; Breed: Feline FIPRONIL Gato, a male mixed breed cat of 7 years old and 3.5 kg, was
SP; Brazil various breeds 10%/S treated with one vial of FRONTLINE PLUS CATS (FL} (lot and exp
Sex: M METHOPRENE date are unknown, topical, btw the shoulder blades), applied by the
Sex qualifier: 12% SPOT ON reporter around 10 Aug 2019 for flea control. Lack of efficacy is
Unknown Other products suspected because fleas started to be found on her pet after
Age: 7.00 Year(s) used: no other treatment, so another application of FL was made on 7 Sep 2019
Weight: 3.5 kg products and the cat remained with fleas. Environment treated with Butox®.
Route: Topical / The animal has outdoor access. The owner applied another flea
Cutaneous preventative product on 25 Sep 2019 and started to see dead
Was the fleas. However, it is unknown if the pet is currently free of fleas. FL
product used has been applied every 2 months with no issue for the last 6 years
ok?: Yes (since 2013*). No further information is expected.
25-8ep-2019 JUAE; Species: Canine 1 1 0 |Product used: 15-dan-2019* | 25-Sep-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004268; Breed: Lhasa FIPRONIL SPOT Melk Bonive, a male Lhasa Apso of 9 years old and 14 kg, was
SP; Brazil Apso ON DOG treated with one vial of FRONTLINE SPOT-ON DOG M (FL) (lot
Sex: M Other products and exp date are unknown, topical, unknown location}, applied by
Sex qualifier: used: no other the reporter on 15 Sep 2019, for flea/tick prevention. Lack of
Unknown products efficacy is suspected because the pet got ticks during a walk after
Age: 9.00 Year(s) Route: Topical / treatment. It is unknown if the dog remains with ticks. The reporter
Weight: 14 kg Cutaneous used a hair dryer to 'dry’ the product after application. Environment
Was the not treated. FL has been applied monthly since date not specified
product used (15 Jan 2019*). No further information is expected.
ok?: No
(Treatment /
vaccination
program not
respected)
24-Sep-2019 JUAE; Species: Feline 1 1 0 |Product used: 23-8ep-2019 24-Sep-2019 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, a
19BR004276; Breed: Feline FIPRONIL cat of 2 months old received FRONTLINE SPRAY 100 ML (FL) (lot
-; Brazil (unknown) SPRAY and exp date are unknown, fopical, back; off-label use) for the first
Sex: U Other products time, applied by the reporter on 23 Sep 2019 for flea treatment.
Sex qualifier: used: no other Lack of efficacy is suspected because live fleas are being found on
Unknown products the pet after treatment. Environmental factors are unknown. No
Age: 2.00 Route: Topical / further information is available.
Month(s) Cutaneous
Weight: Unknown Was the
product used
ok?: No

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
(Treatment /
vaccination
program not
respected)
24-Sep-2019 (UAE; Species: Feline 1 1 0 [Product used: 17-Sep-2019 17-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004281; Breed: Domestic FIPRONIL Guri, a male Domestic Shorthair cat (crossbred) of 3 years old and
SP; Brazil Shorthair 10%/S 6.3 kg, received one pipette of FRONTLINE PLUS CATS (FL} (lot
(Crossbreed) METHOPRENE and exp date is unknown, topical, btw the shoulder blades) for the
Sex: M 12% SPOT ON first time, administered by the reporter on 17 Sep 2019 for flea
Sex qualifier: Other products treatment. She added that FL was also administered to the animal
Unknown used: no other because 'he has flea disease’ (unspecified). Lack of efficacy is
Age: 3.00 Year(s) products suspected because live fleas are still being found on the cat. Guri
Weight: 6.3 kg Route: Topical / is bathed weekly and has outdoor access. According to the
Cutaneous reporter, he has frequent contact with untreated flea-infested cats
Was the and also has contact with a brazilian monkey species (sagui).
product used Indoor environment is treated with K-Othrine®. No further
ok ?: Yes information is available.
24-Sep-2019 (UAE; Species: Canine 3 3 0 [Product used: 23-Sep-2019 23-8ep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 3
19BR004283; Breed: Medium FIPRONIL SPOT crossbred dogs (Cassias, male, 10 years old, approx. 12.3 kg;
SP; Brazil crossbred (10 - 20 ON DOG Brenda, female, 7 years old, approx. 11.5 kg; Belinha, female, 9
Kg) Other products years old, 11.5 kg) received one pipette of FRONTLINE SPOT-ON
Sex: X used: no other DOGS M (FL) (lot and exp date are unknown, topical, btw the
Sex qualifier: products shoulder blades} each, administered by the reporter on 23 Sep
Unknown Route: Topical / 2019 for flea treatment. Lack of efficacy is suspected because live
Age: 7.00 Year(s) Cutaneous fleas are still being found on the dogs. The dogs use to be bathed
Weight: 11.5- Was the approx. every 15 days. FL has been administered in the past (dose
12.3 kg product used frequency and 1st adm date not informed) with no issue. There are
ok?: Yes 2 cats of the same household and they have been simuitaneously
treated with an unknown topical product. Environment treated with
Butox®. No further information is available.
24-Sep-2019 {UAE; Species: Feline 1 1 0 |Product used: 01-Sep-2018* § 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004289; Breed: Feline FIPRONIL one female cat of unknown signalment received FRONTLINE
-, Brazil (unknown} 10%/S PLUS (FL) (unsubstantiated) (lot, exp date, route and location are
Sex: F METHOPRENE unknown), applied by the reporter on date not specified (1 Sep
Sex qualifier: 12% SPOT ON 2019*). The owner believes that FL is not working. FL was applied
Unknown Other products in the past with no issue (dose frequency is unknown and first
Age: - used: no other application was not provided). No further information is available.
Weight: Unknown products
Route: unknown
Was the
product used
ok?: Unknown
to Company
26-Sep-2019 JUAE; Species: Feline 1 1 0 |Product used: 21-Sep-2019 21-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004293; Breed: Feline FIPRONIL Celina, a female mixed breed cat of 1 year old and 4.8 kg, was
ISC; Brazil various breeds 10%/S treated, for the first time, with one vial of FRONTLINE PLUS CATS
Sex: F METHOPRENE (FL) (lot and exp date are unknown, topical, btw the shoulder
Sex qualifier: 12% SPOT ON blades}, applied by the reporter on 21 Sep 2019, for flea treatment.
Unknown Other products Lack of efficacy is suspected because the pet remains with fleas .
iAge: 1.00 Year(s) used: no other Environment treated with an unknown product. There is a dog
Weight: 4.8 kg products treated with FRONTLINE with the same issue living in this house
Route: Topical / (see case 18BR004294). No further information is expected.
Cutaneous
Was the
product used

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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ok?: Yes
24-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: 14-Sep-2019 14-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04294; Breed: Small FIPRONIL SPOT Bebe, a male small crossbred dog of 3 years old and 5.2 kg, was
ISC; Brazil crossbred (<10 ON DOG treated, for the first time, with one vial of FRONTLINE SPOT-ON
Ka) Other products DOG 8 (FL) (ot and exp date are unknown, topical, biw the
Sex: M used: FIPRONIL shoulder blades), applied by the reporter on 14 Sep 2019, for flea
Sex qualifier: 10%/S treatment. Fleas have been found on her dog. So, on 21 Sep 2019,
Unknown METHOPRENE the owner applied one vial of FL PLUS DOG S (lot and exp date
iAge: 3.00 Year(s) 9% SPOT ON; are unknown, topical, btw the shoulder blades). The pet remains
Weight: 5.2 kg with fleas. Environment treated with an unknown product. There is
Route: Topical / a cat treated with FRONTLINE PLUS CAT with the same issue
Cutaneous living in this house (see case 19BR004293). No further information
'Was the is expected.
product used
ok?: Yes
25-8ep-2019 UAE; Species: Feline 1 1 0 [Product used: 18-Sep-2019 18-8ep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04205; Breed: Domestic FIPRONIL Guta, a female Domestic Shorthair cat (crossbred) of 5 years old
ISP, Brazil Shorthair 10%/S and 6 kg, received one pipette of FRONTLINE PLUS CATS (FL)
(Crossbreed) METHOPRENE (lot and exp date is unknown, topical, from base of skull to the
Sex: F 12% SPOT ON back) administered by the reporter on 18 Sep 2019 for flea
Sex qualifier: Other products treatment. Lack of efficacy is suspected because the cat remains
Unknown used: no other with live fleas. Fleas are mostly seen on her face. FL has been
Age: 5.00 Year(s) products administered approx. every 1 year (last application on Nov 2018,
Weight: 6 kg Route: Topical / 1st adm date were not provided) with no issue. Environment
Cutaneous treated with K-Othrine®. No further information is available.
Was the
product used
ok?: Yes
25-8ep-2019 JUAE; Species: Canine 1 1 0 |Product used: 28-Aug-2019 11-Sep-20198 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004297; Breed: Medium FIPRONIL Brisa, a female crossbred dog of 12 years old and 12 kg, received
ISP; Brazil crossbred (10 - 20 10%/S one pipette of FRONTLINE PLUS DOGS M (FL) (lot and exp date
Kg) METHOPRENE are unknown, topical, btw the shoulder blades) administered by the
Sex: F 9% SPOT ON reporter on 28 Aug 2019 for tick treatment. Lack of efficacy is
Sex qualifier: Other products suspected because since 11 Sep 2019 ticks refurned to be found
Unknown used: no other on the dog. FL has been administered in the past (1st
Age: 12.00 Year(s} products administration date and dose frequency were not informed) with no
Weight: 12 kg Route: Topical / issue. According to the reporter, Brisa lives in a house of a family
Cutaneous member and she is not sure if the pet may have been bathed after
'Was the FL application. Environment not treated. No further information is
product used available.
ok?: Yes
26-Sep-2019 JUAE; Species: Canine 2 2 0 |Product used: 01-Sep-2018* § 01-Sep-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004298; Breed: Yorkshire FIPRONIL two Yorkies (Kiki, a female of 3 years old and 3.2 kg; Mole, a
RJ; Brazil Terrier 10%/S female of 8 years old and 3.5 kg), were treated with one vial of
Sex: F METHOPRENE FRONTLINE PLUS DOG S (FL) (lot and exp date are unknown,
Sex qualifier: 9% SPOT ON topical, btw the shoulder blades), applied to each one by the
Unknown Other products reporter around 1 Sep 2019 and around 20 Sep 2019, for flea
Age: 3.00 Year(s) used: no other treatment. Lack of efficacy is suspected because the animals
Weight: 3.2 - 3.5 products remain with fleas. Environment not treated. No further information
kg Route: Topical / is expected.
Cutaneous
Was the
product used
ok?: No
(Treatment /

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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vaccination
program not
respected)
25-8ep-2019 UAE; Species: Feline 1 1 0 [Product used: 28-Aug-2019 28-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004300; Breed: Persian FIPRONIL Nina, a female Persian cat of 6.5 years old and 3 kg, received
SP; Brazil (No Further SPRAY FRONTLINE SPRAY 100 mL (FL) (002/18B, exp date is unknown,
Description} Other products topical, whole body) for the first time, applied by the reporter on 28
Sex: F used: FIPRONIL Aug 2019 for flea treament. Lack of efficacy is suspected because
Sex qualifier: 10%/S live fleas continued to be seen on the cat, so, on 4 Sep 2019 one
Unknown METHOPRENE pipette of FRONTLINE PLUS CATS (FL) (FL PLUS) (004/18A, exp
IAge: 6.50 Year(s) 12% SPOT ON; date is unknown, topical, back) was administered and fleas are still
Weight: 3 kg being found on Nina. FL PLUS has been administered in the past
Route: Topical / (dose frequency and 1st adm date not provided) with no issue.
Cutaneous Nina has no outdoor access. Environment treated with Butox® and
Was the K-Othrine®. No further information is available.
product used
ok?: Yes
26-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 01-Jan-2019* | 01-Jan-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O04313; Breed: Poodle FIPRONIL SPOT via e-mail, one Mini Poodle of unknown signalment was treated
-; Brazil (Miniature) ON DOG with one vial of FRONTLINE SPOT-ON DOG S (lot and exp date
Sex: U Other products are unknown, topical, btw the shoulder blades), applied by the
Sex qualifier: used: no other reporter on date not specified (1 Jan 2018*). The product was not
Unknown products effective. FL was applied in the past with no issue (dose frequency
Age: - Route: Topical / is unknown and first application was not provided). FL was used
Weight: Unknown Cutaneous again a few months later (Sep 2019) for tick treatment and the dog
Was the remained with ticks (see case 19BR004314). No further
product used information is available.
ok?: Unknown
to Company
26-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 01-Sep-2018* | 26-8Sep-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR0O04314; Breed: Poodle FIPRONIL SPOT via e-mail, one Mini Poodle of unknown signalment was treated
-; Brazil (Miniature) ON DOG with one vial of FRONTLINE SPOT-ON DOG S (lot and exp date
Sex: U Other products are unknown, topical, btw the shoulder blades), applied by the
Sex qualifier: used: no other reporter on 1 Sep 2019*, for tick treatment. The owner believes
Unknown products that FL is not working because his pet still has ticks. Lack of
Age: - Route: Topical / efficacy of the previous administration of FL is also suspected (see
Weight: Unknown Cutaneous case 19BR004313). FL was used in the past with no issue {dose
Was the frequency and date of first administration are unknown). No further
product used information is available.
ok?: Unknown
to Company
27-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: 04-Sep-2018* | 04-Sep-2019* 3 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004324; Breed: Lhasa FIPRONIL via social media, one female Lhasa Apso of unknown signalment
PR; Brazil Apso 10%/8 was treated with FRONTLINE PLUS (unsubstantiated) (FL) (lot,
Sex: F METHOPRENE exp date, route and location are unknown), applied by the reporter
Sex qualifier: 9% SPOT ON on date not specified (1 Sep 2019 - chosen at random), for flea/tick
Unknown Other products control. Lack of efficacy is suspected because the pet has live
IAge: 9.00 Year(s) used: no other ticks. The dog has access to the street and gets ticks during her
Weight: 7 kg products walks. FL was applied in the past with no issue (dose frequency is
Route: Topical / unknown and first application was not provided). This is the extent
Cutaneous of the information available. UPDATE 4 Oct 2019 - The pet owner
Was the was contacted and reported that July, a female Lhasa Apso of 9
product used years old and 7 kg, received FRONTLINE PLUS DOGS S {topical,
ok?: Yes base of skull and btw the shoulder blades) on approx. 4 Sep 2019.
July is usually taken for walking cutdoors 3 times a day. The

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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reporter added that she manually removes the ticks from July and
the dog is no longer presenting ectoparasites. Environment not
treated. A SAE case involving the same patient was reported on
19BR0O04772. No further information is available.
26-Sep-2019 JUAE; Species: Canine 2 2 0 |Product used: 22-Aug-2019 22-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BRO04330; Breed: FIPRONIL via e-mail, two dogs of unknown signaiment were treated with
DF; Brazil Dachshund SPRAY FRONTLINE SPRAY (004/18, Sep 2020, route and location are
Sex: M Other products unknown), applied by the reporter on date not specified (1 Sep
Sex qualifier: used: no other 2019*), for flea treatment. Lack of efficacy is suspected because
Unknown products the animals remained with fleas, so another application of FL was
Age: 1.00 Year(s) Route: Topical / made 2 weeks fater (15 Sep 2019*) and the pets remain with fleas.
Weight: 5 - 6 kg Cutaneous FL was applied in the past with no issue (dose frequency is
Was the unknown and first application was not provided). There is a cat that
product used was treated with FL with the same issue living in this house (see
ok?: No case 19BR004331). No further information is available. UPDATE 7
(Treatment / OCT 2019 - The owner was contacted and reported that her two
vaccination male Dachshunds (Brad Pitt, 10 years old and 6 kg; Doritos, 1 year
program not old and 5 kg) were treated with FRONTLINE SPRAY 250 mL
respected) (topical, whole body), applied by the reporter on 22 Aug 2019 and
14 Sep 2019, for flea treatment. The number of fleas has
decreased, however, the owner still sees fleas on her animals.
Environment not treated. FL was applied in the past with no issue
(every 6 months since date not specified). No further information is
expected.
26-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 22-Aug-2019 22-Aug-2019 N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004331; Breed: Feline FIPRONIL via e-mail, one cat of unknown signalment received FRONTLINE
DF; Brazil crossbred SPRAY SPRAY (004/18, Sep 2020, route and location are unknown),
Sex: M Other products applied by the reporter on date not specified (1 Sep 20197}, for flea
Sex qualifier: used: no other treatment. Lack of efficacy is suspected because the animal
Unknown products remained with fleas, so another application of FL was made 2
iAge: 2.00 Year(s) Route: Topical / weeks later (15 Sep 2019*) and the pet remains with fleas. FL was
Weight: 2.5 kg Cutaneous applied in the past with no issue (dose frequency is unknown and
Was the first application was not provided). There are 2 dogs that were
product used treated with FL with the same issue living in this house (see case
ok?: No 19BR004330). No further information is available. UDPATE 7 OCT
(Treatment / 2019 - The owner was contacted and reported that Chantilly, a
vaccination male mixed breed cat of 2 years old and 2.5 kg, was treated with
program not FRONTLINE SPRAY 250 mL (topical, whole body), applied by the
respected) reporter on 22 Aug 2019 and 14 Sep 2019, for flea treatment. The
number of fleas has decreased, however, the owner still sees fleas
on her pet. Environment not treated. FL was applied in the past
with no issue (every 6 months since date not specified). No further
information is expected.
27-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 26-Sep-2019 26-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04337, Breed: Shih Tzu FIPRONIL SPOT Theo, a male Shih Tzu of 5 years old and 5 kg received one
MG; Brazil Sex: M ON DOG pipette of FRONTLINE DOGS S (FL) (unsubstantiated; lot, exp
Sex qualifier: Other products date, route and location are unknown) for the first time,
Unknown used: no other administered by an unknown person on 26 Sep 2019 for flea
iAge: 5.00 Year(s) products treatment. Lack of efficacy is suspected because the pet remains
Weight: 5 kg Route: unknown with live fleas. The dog is usually bathed every 15 days in a retail
Was the shop highly frequented by other dogs and cats. There is an
product used untreated non-infested dog living in the same household.
ok ?: Unknown Environment not treated. There is another dog that was treated
to Company with FL with the same issue living in this house (see case
19BR0O04338). No further information is available.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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27-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: 26-Sep-2019 26-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04338; Breed: Terrier FIPRONIL SPOT Faisca, a male Brazilian Terrier of 8 years old and approx. 6.5 kg
MG; Brazil Breeds (500 ON DOG received one pipette of FRONTLINE (FL) (unsubstantiated) (lot,
Series) Other products exp date, route and location are unknown) for the first time,
Sex: M used: no other administered by an unknown person on 26 Sep 2019 for flea
Sex qualifier: products treatment. Lack of efficacy is suspected because the pet remains
Unknown Route: unknown with live fleas. The dog is bathed every 15 days in a retail shop
Age: 8.00 Year(s) Was the highly frequented by other dogs and cats. There is an untreated
Weight: 6.5 kg product used non-infested dog living in the same household. Environment not
ok ?: Unknown treated. There is another dog that was treated with FL with the
to Company same issue living in this house (see case 19BR004337). No further
information is available.
27-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: 11-Sep-2019 11-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004343; Breed: Spaniel FIPRONIL Sheik, a male Cocker of 3 years old and 8 kg, received 1 dose of
ISP; Brazil (Cocker) 10%/S FRONTLINE PLUS DOG 8 (lot and exp date unknown, topical, btw
Sex: M METHOPRENE the shoulder blades) for the first time, administered by the reporter
Sex qualifier: 9% SPOT ON on 11 Sep 2019 for flea treatment. The dog started presenting
Unknown Other products fleas 2 months prior to FL. Lack of efficacy is suspected because
Age: 3.00 Year(s) used: no other the pet remains with fleas. Environment not treated. NEXGARD
Weight: 8 kg products was used in the past with no issue. No further information is
Route: Topical / available.
Cutaneous
Was the
product used
ok?: Yes
27-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: 2018* 27-Sep-2019 9 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04347, Breed: Yorkshire FIPRONIL Nero, a male Yorkshire of 6 years old and 9 kg, received
MG; Brazil Terrier 10%/S FRONTLINE PLUS DOG M (005/18A, exp date Jan 2020, topical,
Sex: M METHOPRENE btw the shoulder blades), administered by the reporter on 18 Sep
Sex qualifier: 9% SPOT ON 2019 for flea and tick prevention. Lack of efficacy is suspected
Unknown Other products because 2 fleas were found and removed from the dog on 27 Sep
Age: 6.00 Year(s) used: no other 2019. This dog does not have access to the street. FL was used in
Weight: 9 kg products the past with no issue (dose frequency - 3 months, date of first
Route: Topical / administration was not provided — 2018*). There is a dog that was
Cutaneous treated with FLL with no issue living in this house. The environment
Was the has not been treated. No further information is available.
product used
ok?: Yes
27-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: 05-Sep-2019 | 05-8ep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0O04349; Breed: Spaniel FIPRONIL Dolores, a female Cocker Spaniel of 21 months old and 10.5 kg,
RS; Brazil (Cocker) 10%/S received one pipette of FRONTLINE PLUS DOGS M (FL)
Sex: F METHOPRENE (020/18A, exp date is unknown, topical, btw the shoulder blades)
Sex qualifier: 9% SPOT ON for the first time, administered by the reporter on 5 Sep 2019 for
Unknown Other products flea treatment. Lack of efficacy is suspected because the pet
Age: 21.00 used: no other remains with live fleas. According to the reporter, ‘some people
Month(s) products have said that FL is not effective’, however, details and valid
Weight: 10.5 kg Route: Topical / patient info were not provided. Environment not treated. No further
Cutaneous information is available.
Was the
product used
ok?: Yes
27-Sep-2019 UAE; Species: Canine 2 2 0 |Product used: 20-Sep-2018* § 20-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR0O04350; Breed: Canine FIPRONIL 2 dogs (mixed, 2.5 to 17 years old and 40 kg) received 1 dose of
SP; Brazil various breeds 10%/S FRONTLINE PLUS DOG L (FL) (lot and exp date unknown,
Sex: X METHOPRENE topical, btw the shoulder blades) each, administered by the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Sex qualifier: 9% SPOT ON reporter around 2 weeks ago (20 Sep 2019*) for flea treatment.
Unknown Other products Lack of efficacy is suspected because the pets remain with fleas .
Age: 2.50 Year(s) used: no other FL was used in the past with no issue (dose frequency is unknown
Weight: 40 kg products and date of first administration was not provided). There are 2
Route: Topical / other dogs that were treated with FL with the same issue living in
Cutaneous this household (see case 19BR004351). The dogs live in a country
Was the house and have outdoor access. However, they do not have
product used contact with other dogs. Part of the environment is treated with
ok?: Yes K-Othrine® and blowtorch. No further information is available.
27-8ep-2019 JUAE; Species: Canine 2 2 0 |Product used: 20-Sep-2018* | 20-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR004351; Breed: Canine FIPRONIL 2 dogs (mixed, 2.5 to 5 years old and 50 to 60 kg) received 1 dose
ISP; Brazil various breeds 10%/S of FRONTLINE PLUS DOG XL (FL) (lot and exp date unknown,
Sex: X METHOPRENE topical, btw the shoulder blades) each, administered by the
Sex qualifier: 9% SPOT ON reporter around 2 weeks ago (20 Sep 2019*) for flea treatment.
Unknown Other products Lack of efficacy is suspected because the pets remain with fleas .
Age: 2.50 Year(s) used: no other FL was used in the past with no issue (dose frequency is unknown
Weight: 50 - 60 kg products and date of first administration was not provided). There are 2
Route: Topical / other dogs that were treated with FL with the same issue living in
Cutaneous this household (see case 19BR004350). The dogs live in a country
'Was the house and have outdoor access. However, they do not have
product used contact with other dogs. Part of the environment is treated with
ok?: Yes K-Othrine® and blowtorch. No further information is available.
25-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: 01-Jan-2018* { 10-Jan-2018* 9 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner
19BR004363; Breed: Yorkshire FIPRONIL via social media, one female dog of unknown signaiment received
-; Brazil Terrier 10%/8 FRONTLINE (unsubstantiated) (lot, exp date, route and
Sex: F METHOPRENE administration site unknown), administered by the reporter on date
Sex qualifier: 9% SPOT ON not specified (1 Jan 2018%) for flea and tick prevention. Lack of
Unknown Other products efficacy is suspected because the pet got fleas after treatment . In
Age: 5.00 Year(s) used: no other addition, the pet has flea allergy dermatitis. FL was given in the
Weight: 2.5 kg products past with no issue (dose frequency is unknown and first
Route: unknown administration was not provided). Related cases regarding
'Was the suspected lack of efficacy of NEXGARD were reported on
product used 19BR004236 and 19BR0O04259. This is the extent of the
ok?: Unknown information available. UPDATE 27 SEP 2019 - Estopinha, a female
to Company ‘Yorkshire of 5 years old and 2.5 kg was treated with FL, but there
is no further information regarding this case.
30-Sep-2019 JUAE; Species: Feline 1 1 0 |Product used: 23-Sep-2019* | 24-Sep-2019* 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004372; Breed: Domestic FIPRONIL Antonia, a female Domestic Shorthair cat (crossbred) of 7 months
SP; Brazil Shorthair SPRAY old and 2 kg, received FRONTLINE SPRAY 250 ML (FL) (004/18,
(Crossbreed) Other products exp date is unknown, topical, whole body) applied by the reporter
Sex: F used: no other on approx. 23 Sep 2019* for flea treament. According to the
Sex qualifier: products reporter, on 23 Sep 2019* the pet stopped scratching herself,
Unknown Route: Topical / however, since 24 Sep 2019* itching returned to be experienced by
Age: 7.00 Cutaneous Antonia and since 26 Sep 2019 fleas returned to be found. There
Month(s) Was the was a decrease on the quantity of fleas, however, they are still
Weight: 2 kg product used being seen. FL has been administered only once in the past (date
ok?: Yes not informed) with no issue. Environment treated with unknown
product. There are 3 dogs that were treated with FL with the same
issue living in this house (see case 19BR004373). No further
information is available.
30-Sep-2019 UAE; Species: Canine 3 3 0 [Product used: 23-Sep-2019* | 24-Sep-2019* 1 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 3
19BR0O04373; Breed: Canine FIPRONIL dogs (Rodoifo, male, crossbred, 13 years old, 13 kg; Julia, female,
SP; Brazil various breeds SPRAY crossbred, 3 years old, 5 kg; Joaquim, Dachshund, 9 years old, 8
Sex: X Other products kg) received FRONTLINE SPRAY 250 ML (FL) (004/18, exp date
Sex qualifier: used: no other is unknown, topical, whole body) applied by the reporter on approx.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown products 23 Sep 2019" for flea treament. According to the reporter, on 23
Age: 3.00 Year(s) Route: Topical / Sep 2019* the pets stopped scratching themselves, however,
Weight: 5 - 13 kg Cutaneous since 24 Sep 2019 itching returned to be experienced by the dogs
Was the and since 26 Sep 2019* fleas returned to be found. There was a
product used decrease on the quantity of fleas, however, they are still being
ok?: Yes seen. FL has been administered only once in the past (date not
informed) with no issue. Environment treated with unknown
product. There is a cat that was treated with FL with the same
issue living in this house (see case 19BR004372). No further
information is available.
30-8ep-2019 JUAE; Species: Feline 4 4 0 |Product used: 20-Aug-2019 20-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 4
19BR0O04380; Breed: Domestic FIPRONIL SPOT Domestic Shorthair (crossbred) cats (Mel, male, 8 years old, 4 kg;
ISP Brazil Shorthair ON CAT Mika, female, 10 years old, 3.5 kg; Nil, female, 8 years old, 3.5 kg;
(Crossbreed) Other products Miguel, male, 2 years old, 3 kg) received a fractionated dose of
Sex: X used: no other one pipette of FRONTLINE SPOT-ON CATS (FL) (lot and exp date
Sex qualifier: products date are unknown, topical, btw the shoulder blades and back;
Unknown Route: Topical / off-label use) administered by the reporter on 20 Aug 2019 for flea
IAge: 2.00 Year(s) Cutaneous treatment. Lack of efficacy is suspected because the cats remain
Weight: 3 - 4 kg Was the with live fleas. FL has been administered once a year with no issue
product used (1st adm date not provided). Environment not treated. No further
ok?: No information is available.
(Treatment /
vaccination
program not
respected)
30-Sep-2019 UAE; Species: Feline 3 3 0 |Product used: 21-Sep-2019 30-Sep-2019 9 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004388; Breed: Feline FIPRONIL three cats (2.5 years old to 4 years old; 2.5 kg to 4.5 kg) were
RJ; Brazil (unknown} 10%/S treated with one vial of FRONTLINE PLUS CATS (FL) (003/18A,
Sex: X METHOPRENE unknown exp date, topical, btw the shoulder blades), applied to
Sex qualifier: 12% SPOT ON each one by the reporter on 21 Sep 2019, for flea treatment. The
Unknown Other products animals remain with fleas. Environment treated with Butox®. FL
Age: 2.50 Year(s) used: no other has been applied every 4 months since date not specified. There is
Weight: 2.5 -4.5 products also a dog in this household that was treated with an unknown
kg Route: Topical / product and it has no issue. No further information is expected.
Cutaneous
Was the
product used
ok?: Yes
30-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: Jul-2018* Jul-2019* 0 Day(s) D-D Suspected lack of efficacy claim: As reported by animal owner by
19BR004400; Breed: Shih Tzu FIPRONIL phone, Molly, a female Shih Tzu of 6,5Kg and 2 years old was
ISP; Brazil Sex: F SPRAY treated with an unknown dose of FRONTLINE SPRAY (batch and
Sex qualifier: Other products exp date unknown}, on the whole body, against the fur direction, by
Unknown used: no other the reporter on an unknown date (Jul 2019*) for for unknown
Age: 2.00 Year(s) products reason. The reporter says that FL did not work. A SAE for
Weight: 6.5 kg Route: Topical / NEXGARD was reported by the customer (19BR004396). No
Cutaneous further information is available.
Was the
product used
ok?: Unknown
to Company
30-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: Sep-2019* Sep-2019* 0 Day(s) D-D suspected lack of efficacy claim: As reported by the owner on the
19BR004436; Breed: Feline FIPRONIL social media, a cat (other signalment unknown) received
-; Brazil (unknown) 10%/S FRONTLINE (unsubstatiated) administered by unknown person on
Sex: U METHOPRENE unknown date for unknown reason (Sep 2019*) and after that fleas
Sex qualifier: 12% SPOT ON are still being seen. This is the extent of the information available

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown Other products
Age: - used: no other
Weight: Unknown products
Route: unknown
Was the
product used
ok?: Unknown
to Company
26-Sep-2019 UAE; Species: Feline 2 2 0 [Product used: Sep-2019* Sep-2019* 0 Day(s) D-D Suspected lack of efficacy Claim: As reported by unknown person
19BR004499; Breed: Feline FIPRONIL on social media an unkown number of cats, received FRONTLINE
-, Brazil (unknown} 10%/S PLUS (unsubstantiated) (batch and exp date unknown) for
Sex: U METHOPRENE unknown reason on unknown date (Sep 2019*). Lack of efficacy is
Sex qualifier: 12% SPOT ON suspected bacause 'it did not worth and owner just spent money on
Unknown Other products it'. This is the extent of information available.
Age: - used: no other
Weight: Unknown products
Route: unknown
Was the
product used
ok?: Unknown
to Company
208-8ep-2019 JUAE; Species: Feline 3 3 0 |Product used: 01-Sep-2018* | 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pets owner,
19BR004506; Breed: Feline FIPRONIL an unknown number of cats received FRONTLINE
-; Brazil (unknown) 10%/S (unsubstantiated) (lot, exp date, route and application site
Sex: U METHOPRENE unknown), administered by the reporter on date not informed (1
Sex qualifier: 12% SPOT ON Sep 2019*). Lack of efficacy is suspected. This is the extent of the
Unknown Other products information available.
Age: - used: no other
Weight: Unknown products
Route: unknown
Was the
product used
ok?: Unknown
to Company
28-Sep-2019 {UAE; Species: Canine 1 1 0 |Product used: 01-Sep-2018* § 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004570; Breed: Medium FIPRONIL an unknown number of female dogs, received FRONTLINE PLUS
RJ; Brazil crossbred (10 - 20 10%/S DOG M (FL) (unsubstantiated) (lot and exp date unknown),
Ka) METHOPRENE administered twice in the last month (1 Sep 2019* and 24 Sep
Sex: F 9% SPOT ON 2019) for flea and tick treatment. The reporter says that the product
Sex qualifier: Other products wasn't effective as she still see fleas. Environment treated with
Unknown used: no other unknown product. There are other dogs that were treated with FL.
Age: 4.00 Year(s) products with the same issue living in this house (see case 19BR004571).
Weight: 15 kg Route: Topical / This is the extent of the information available. UPDATE 30 SEP
Cutaneous 2019 - The pet owner informed that Mila, a female medium
Was the crossbred dog of 4 years old and 15 kg, was treated with one vial
product used of FRONTLINE PLUS DOG M (FL} (lot and exp date are unknown,
ok?: No topical, btw the shoulder blades), applied by the reporter on 1 Sep
(Treatment / 2019* and 24 Sep 2019, for flea treatment. Lack of efficacy is
vaccination suspected because the pet remains with fleas. In addition, the pet
program not is scratching himself due to fleas. Environment treated with an
respected) unknown product. FL has been applied every 4 months since date

not specified. There is another dog that was treated with FL with
the same issue living in this house (see case 19BR004571}. No
further information is expected.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
28-Sep-2019 UAE; Species: Canine 1 1 0 (Product used: 01-Sep-2019* | 01-8ep-2019* N/A D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004571; Breed: Small FIPRONIL an unknown number of female dogs, received FRONTLINE PLUS
RJ; Brazil crossbred (<10 10%/S DOG S (FL) (unsubstantiated) (lot and exp date unknown),
Kg) METHOPRENE administered twice in the last month (1 Sep 2019* and 24 Sep
Sex: F 9% SPOT ON 2019) for flea and tick treatment. The reporter says that the product
Sex qualifier: Other products wasn't effective as she still see fleas. Environment treated with
Unknown used: no other unknown product. There are other dogs that were treated with FL.
Age: 3.00 Year(s) products with the same issue living in this house (see case 19BR004570).
Weight: 6 kg Route: Topical / This is the extent of the information avaitable. UPDATE 30 SEP
Cutaneous 2019 - The pet owner informed that Felicia, a female small
Was the crossbred dog of 3 years old and 6 kg, was treated with one vial of
product used FRONTLINE PLUS DOG S (FL) (lot and exp date are unknown,
ok?: No topical, btw the shoulder blades), applied by the reporter on 1 Sep
(Treatment / 2019* and 24 Sep 2019, for flea treatment. Lack of efficacy is
vaccination suspected because the pet remains with fleas. In addition, the pet
program not is scratching himself due to fleas. Environment treated with an
respected) unknown product. FL has been applied every 4 months since date
not specified. There is another dog that was treated with FL with
the same issue living in this house (see case 19BR004570). No
further information is expected.
29-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 31-Aug-2019* | 31-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR0045%4; Breed: Small FIPRONIL Safira, a female 2 years old, 5.8 Kg mixed breed dog, received
MA; Brazil crossbred (<10 10%/S FRONTLINE PLUS DOG S (FL) (lot and exp date are unknown),
Kg) METHOPRENE administered topically (btw the shoulder blades) according to the
Sex: F 9% SPOT ON label, by the reporter on the end of August (31 aug 2018*) for tick
Sex qualifier: Other products treatment as the dogs were infested 15 days before the treatment.
Unknown used: no other Lack of efficacy is suspected because the dog still infested with
Age: 2.00 Year(s) products ticks, she treats the environment with unknown product weekly and
Weight: 5.8 kg Route: Topical / the dogs have outdoor access. The infestation is reducing however
Cutaneous still ongoing. Another SLOE reported on case 19BR004586. This is
'Was the the extent of the information available.
product used
ok?: Yes
29-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 31-Aug-2019* | 31-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004596; Breed: Medium FIPRONIL Bewoulf, a male 5 years old 10.9 Kg mixed breed dog, received
MA; Brazil crossbred (10 - 20 10%/S FRONTLINE PLUS DOG M (FL) (lot and exp date are unknowny),
Kg) METHOPRENE administered topically (btw the shouider blades) according to the
Sex: M 9% SPOT ON label, by the reporter on the end of August (31 aug 2019*) for tick
Sex qualifier: Other products treatment as the dogs were infested 15 days before the treatment.
Unknown used: no other Lack of efficacy is suspected becatise the dog still infested with
IAge: 5.00 Year(s) products ticks, she treats the environment with unknown product weekly and
Weight: 10.9 kg Route: Topical / the dogs have outdoor access. The infestation is reducing however
Cutaneous stilt ongoing. Another SLOE reported on case 19BR004584. This is
Was the the extent of the information available.
product used
ok?: Yes
27-Sep-2019 JUAE; Species: Canine 1 1 0 |Product used: 01-Sep-2019* | 01-Sep-2019* 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner,
19BR004605; Breed: Canine FIPRONIL an unknown dog received FRONTLINE (Unsubstantiated) (FL)
-; Brazil (unknown) 10%/S (batch, exp date, route and application site unknown), applied by
Sex: U METHOPRENE the reporter on unknown date (1 Sep 2019*) for flea treatment. The
Sex qualifier: 9% SPOT ON owner believes that FL is not working because her dog continued
Unknown Other products infested by fleas. The current status of the dog is unknown. FL was
Age: - used: no other used in the past with no issue (dose frequency and date of first
Weight: Unknown products administration are unknown). Also she says that in the past after
Route: unknown product use it was possible to see where it was used in the fur,
however now it dries and disappear quickly. No further information

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Was the is available.
product used
ok?: Unknown
to Company
27-Sep-2019 UAE; Species: Canine 2 2 0 [Product used: Sep-2019* Sep-2019* 0 Day(s) D-D Suspected adverse event Claim: As reported by the pet owner, an
19BR004624; Breed: Canine FIPRONIL SPOT unknown dog, (signalment unknown} received FRONTLINE (FL)
-; Brazil (unknown) ON DOG (Unsubstantiated) (batch and exp date unknown), administered by
Sex: U Other products the owner on unknown date (Sep 2019*) for unknown reason. After
Sex qualifier: used: no other product use, the owner says her dog presented unknown reaction
Unknown products and had to be evaluated by the vet, she was bathed. Same thing
Age: - Route: unknown happened to another dog. The dogs were treated with FL in the
Weight: Unknown 'Was the past with no issue. No further information is available.
product used
ok?: Unknown
to Company
19-Sep-2019 JAE; Species: Feline 3 3 0 [Product used: 04-Sep-2019 04-Sep-2019 0 Day(s) D-D Suspected Lack of Efficacy Claim: As reported by the pet owner, 3
19BR004864; Breed: Feline FIPRONIL cats (male, from approx. 11to 8 years, from 3.9 to 4.5 kg) received
SP; Brazil (unknown) 10%/S one pipette of FRONTLINE PLUS CATS (FL) (lot and exp date,
Sex: M METHOPRENE topical, btw the shoulder blades) administered by the reporter on 4
Sex qualifier: 12% SPOT ON Sep 2018 for flea treatment. Lack of efficacy is suspected because
Unknown Other products the pets remain with fleas. FL has been administered in the past
Age: 1.00 Year(s) used: no other (dose frequency and 1st adm date not provided) with no issue.
Weight: 3.9 - products Environment not treated. There are 18 other cats that received FL
4.500 kg* Route: Topical / SPOT-ON CATS with the same issue in this house (see case
Cutaneous 19BR004170). No further information is available.
Was the
product used
ok?: Yes
23-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 19-Aug-2019 20-Aug-2019 1 Day(s) D-D As reported by the owner to the anti-poison center, a cat, other
19CH000051; Breed: Feline FIPRONIL SPOT signaiments unknown, in an unknown health condition, received
-; Switzerland (unknown) ON CAT FRONTLINE SPOT-ON CATS (BN and exp date unknown}, 1 dose
Sex: U Other products topically, on 19 AUG 2019, by owner for prophylaxis. The next day
Sex qualifier: used: no other on 20 AUG 2018 the cat experienced itching. Then on 21 AUG
Unknown products 2019 the skin was reddish, the cats was restless, with heavy
Age: - Route: Topical / pruritus. The evolution of the event is unknown. This is the extent
Weight: Unknown Cutaneous of information available.
Was the
product used
ok?: Yes
28-Aug-2019 [UAE; Species: Feline 1 1 0 |Product used: 16-Aug-2019 26-Aug-2019 10 Day(s) D-D SUSPECTED LACK OF EFFICACY: as reported by the animal
19CH000052; Breed: Oriental FIPRONIL SPOT owner, a male CAT (breed Oriental Shorthair, weight 5 kg, 2 years
-, Switzerland Shorthair ON CAT old, health status good) was treated with the product FRONTLINE
Sex: M Other products SPOT ON (batch R20109AW, expiry date unknown, 1 dose spot
Sex qualifier: used: no other on, route of administration topical) on 16 AUG 2019. The animal
Neutered products owner had the impression that there is not a lot of effect. The flear
IAge: 2.00 Year(s) Route: Topical / circus is still present, as observed 10 days after the application.
Weight: 5 kg Cutaneous The owner has disifected the whole environment, washed
'Was the everything and thrown away. The cat was also dewormed. She
product used has other 2 Oriental Shorthairs and 1 Burma-Mix Cats. No
ok?: Yes veterinarian was involved. This is the extent of information. This
case was reported by the same animal owner 19CHO000053 and
18CH000054.
28-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 16-Aug-2019 26-Aug-2019 10 Day(s} D-D SUSPECTED LACK OF EFFICACY: as reported by the animal
19CH000053; lBreed: Oriental FIPRONIL SPOT owner, a male CAT (breed Oriental Shorthair, weight 4 kg, 6 years

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
-; Switzerland Shorthair ON CAT old, health status good) was treated with the product FRONTLINE
Sex: F Other products SPOT ON (batch R20109AW, expiry date unknown, 1 dose spot
Sex qualifier: used: no other on, route of administration topical) on 16 AUG 2019. The animal
Neutered products owner had the impression that there is not a lot of effect. The flear
Age: 6.00 Year(s) Route: Topical / circus is still present, as observed 10 days after the application.
Weight: 4 kg Cutaneous The owner has disinfected the whole environment, washed
Was the everything and thrown away. The cat was also dewormed. She
product used has other 2 Qriental Shorthairs and 1 Burma-Mix Cats. No
ok?: Yes veterinarian was involved. This is the extent of information.This
case was reported by the same animal owner 19CH000052 and
18CH000054.
28-Aug-2019 JUAE; Species: Feline 1 1 0 [Product used: 16-Aug-2019 26-Aug-2019 10 Day(s} D-D SUSPECTED LACK OF EFFICACY: as reported by the animal
19CH000054; {Breed: Burmese FIPRONIL SPOT owner, a male CAT (breed Oriental Shorthair, weight 3.5 kg, 13
-; Switzerland Sex: M ON CAT years old, health status good) was treated with the product
Sex qualifier: Other products FRONTLINE SPOT ON (batch R20109AW, expiry date DEC 2019,
Neutered used: no other 1 dose spot one, route of administration topical) on 16 AUG 2019.
Age: 13.00 Year(s} products The animal owner had the impression that there is not a lot of
Weight: 3.5 kg Route: Topical / effect. The flear circus is still present, as observed 10 days after
Cutaneous the application. The owner has disifected the whole environment,
'Was the washed everything and thrown away. The cat was also dewormed.
product used She has other 2 Oriental Shorthairs and 1 Burma-Mix Cats. No
ok?: Yes veterinarian was involved. This is the extent of information. This
case was reported by the same animal owner 19CH000052 and
18CH000053.
19-Aug-2019 JAE; Species: Feline 1 1 0 [Product used: 14-Aug-2019 15-Aug-2019 1 Day(s) D-D On 19 August 2019, a pet shop owner reported an adverse event:
19CLO00022; Breed: Domestic FIPRONIL A 12 year old domestic shorhair cat ("Copo”, 5 kg, male, neutered)
-; Chile Shorthair 10%/S received 0.5 ml of FRONTLINE PLUS CATS (batch and expiry
(Crossbreed) METHOPRENE date unknown) topically in the neck administered by owner on 14
Sex: M 12% SPOT ON August 2019. One day after product administration the animal
Sex qualifier: Other products experienced alopecia at the application site. No tests were
Neutered used: no other performed. No more information was provided and it is unknown if
Age: 12.00 Year(s} products the cat recovered
Weight: 5 kg Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
11-8ep-2019  JUAE; Species: Canine 1 1 0 |Product used: 26-Aug-2019 26-Aug-2019 0 Day(s) D-D On 11 SEP 2019 owner reported a lack of efficacy: A 3 year-old
19CL000027; {Breed: Beagle FIPRONIL beagle (“Magdalena”, 12 kg, female), a 6-month old boxer (“Azim”,
-; Chile Sex: F SPRAY 13 kg, male) and a 2-month old German shepherd (name
Sex qualifier: Other products unknown, 3 kg, male) received dose according to weight (2-4
Unknown used: no other pumps/kg) of FRONTLINE SPRAY 250 mL (batch RO1807A, expiry
Age: 3.00 Year(s) products date March 2020) topically administered by owner on 26 AUG
Weight: 12 kg Route: Topical / 2019. After product administration, the fleas did not die.
Cutaneous Owner had used this product in the past in a previous dog with
Was the good results; she stated that when she used the product years ago
product used the fleas died instantly (when the product was applied to the dog).
ok?: Yes Now, she does not see the same effect, she reapplied
FRONTLINE SPRAY 250 mL a couple of times on the same day
and the fleas did not die.
11-Sep-2019 JAE; Species: Feline 1 1 0 (Product used: 26-Aug-2019 26-Aug-2019 0 Day(s) D-D On 11 SEP 2019 owner reported lack of efficacy: A 5 year-oid
19CL000028; Breed: Domestic FIPRONIL domestic longhair feline (“Sofia”, 4 kg, female), a 1-year old
-; Chile Longhair SPRAY Siamese feline (name unknown, 4 kg, male} and a 5-month old
(Crossbreed) Other products Siamese cross feline (name unknown, 3.5 kg, male) received dose

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction

and Country of g g 2 Started

Occurrence H * *

Sex: F used: no other according to weight (2-4 pumps/kg) of FRONTLINE SPRAY 250

Sex qualifier: products mL (batch RO1807A, expiry date March 2020} topically

Unknown Route: Topical / administered by owner on 26 AUG 2019. After product

Age: 5.00 Year(s) Cutaneous administration, the fieas did not die.

Weight: 4 kg Was the Owner had used this product in the past with a previous cat with
product used good results; she stated that when she used the product years ago
ok?: Yes the fleas died instantly (when the product was applied to the cat)

Now, she does not see the same effect, she reapplied
FRONTLINE SPRAY 250 mL a couple of times on the same day
and the fleas did not die.
03-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 23-Apr-2019* | 23-Jun-2019* 0 Day(s) D-D Suspected lack of expected efficacy: as reported by the animal
19CZ000008; Breed: Retriever FIPRONIL SPOT owner, canine, Labrador Rertriver, male, neutered, 7 years oid, 31
-, Czech Republic  {Labrador ON DOG kgs weight received Frontline Spot on L on 26 JUN 2019 ( spot on,

Sex: M Other products 1 pipete per one animal, entire content used, directly applied to the

Sex qualifier: used: no other skin) between the shoulders, administered by owner for prevention

Neutered products and treatment of ticks. Previously the same product was used

Age: 7.00 Year(s) Route: Topical / approx. 2 months ago. The animal was not bathed within 2 days

Weight: 31 ozs Cutaneous from the application and neither got wet. 2 days after latest product
Was the application alive and attached but also big ticks fallen down were
product used found. The dog was checked for ticks every day. Fleas were not
ok?: Yes present on the dog. The owner reported that there were lice

(Mallophaga) and due to them the dog was scratching itself. The
lice didn’t disappear after administration of the product. MAH
UPDATE 17 JUL 2019: case will be re-submitted as a follow-up
case since the product was used according to the label and not off
label. No other change done.
02-dul-2019  JUAE; Species: Canine 1 1 0  |Product used: 201¢9* 2019 N/A D-D SLEE: as reported by the owner a unknown dog was treated with
19DEQ00613; Breed: Canine FIPRONIL SPOT FRONTLINE SPOT ON H40 for years. This year the dog still had
-, Germany (unknown) ON DOG ticks. No more details.

Sex: U Other products

Sex qualifier: used: no other

Unknown products

Age: - Route: unknown

Weight: Unknown Was the
product used
ok?: Unknown
to Company

03-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 2011* 2011 N/A D-D As reported by a pharmacy consultant a pet owner mentioned, that
19DE000614; Breed: Retriever FIPRONIL SPOT about 8 years ago her about 2 year old Golden Retriever (30 kg
-, Germany (Golden} ON DOG body weight) was treated with FRONTLINE SPOT ON H40: 3

Sex: U Other products doses in ‘labled intervals’. Afew hours after each application the

Sex qualifier: used: no other dog showed vomiting and lethargy. No more details.

Unknown products

Age: 2.00 Year(s) Route: Topical /

Weight: 30 kg Cutaneous
Was the
product used
ok?: Unknown
to Company

08-dul-2019  JUAE; Species: Feline 1 1 0  |Product used: 201¢9* 2019 0 Day(s) D-D As reported by a trainer for pharmacies a cat (no more details
19DEQ00625; Breed: Feline FIPRONIL SPOT available) received FRONTLINE SPOT-ON (not further specified,
-; Germany (unknown} ON CAT FRONTLINE SPOT ON FOR CATS set as best guess; route:

Sex: U Other products topical/cutaneous in the neck, no more details available}

Sex qualifier: used: no other administered by the animal owner, unspecified period of time.

Unknown products Unknown time after receiving the product, the cat presented

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: - Route: Topical / generalized hair loss. No more details available.
Weight: Unknown Cutaneous
Was the
product used
ok?: Unknown
to Company
08-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 25-Jun-2019* | 25-Jun-2019* 0 Day(s) D-D SLEE: As reported by the animal owner a dog, 41 kg body weight
19DEQ00626; Breed: Canine FIPRONIL SPOT (no more details available) was treated with FRONTLINE
-; Germany (unknown) ON DOG SPOT-ON H 40 (route: topicalicutaneous, site of administration:
Sex: U Other products Neck, batchnr.: S20518AR, exp. date: 03.2021) by the animal
Sex qualifier: used: no other owner, due to flea/tick treatment: The dog received a first dose on
Unknown products 25 June 2019. Due to the fact that the dog still had fleas, a second
Age: - Route: Topical / dose was given on 27 June 2019. On 2 July 2019 the dog received
Weight: 41 kg Cutaneous a third dose (off-label: overdose, intervals). Finally, the dog
Was the received a fourth dose on 7 July 2019, this time the dog had no
product used fleas anymore. According to the owner the dog was treated with
ok?: No FRONTLINE SPOT-ON H 40 last year with success, but this time
(Treatment / the product had showed no efficacy against fleas until the last dose
vaccination was given. The house was vaccumed, blankets washed at 60°C,
program not hands desinfected. No more details available.
respected}
10-Jul-2018  JUAE; Species: Rabbit 2 2 0 |Product used: 08-Jui-2019 08-4ul-2019 0.5 Day(s) D-D As reported by the animal owner 2 rabbits (2 years old each and 2
19DE000627; Breed: Rabbit FIPRONIL SPOT kg body weight approximately, good general condition) were
-, Germany (unknown) ON CAT treated with half a dose of FRONTLINE SPOT-ON K (route:
Sex: U Other products topical/cutaneous, no more details available, off-label:
Sex qualifier: used: no other contraindication species) by the animal owner on 8 July 2018, due
Unknown products to flea infestation. The animals licked themselves directly after
Age: 2.00 Year(s) Route: Topical / application and swallowed the product accidentally. A few hours
Weight: 2 kg Cutaneous later the rabbits showed loss of appetite. The rabbits are kept in
Was the the hutch since the treatment (because a hedgehog full of fleas is
product used around} and that could be a reason for the loss of appetite as well.
ok?: No No more details available.
(Contraindication
per label)
11-Jul-2019  [UAE; Species: Feline 1 1 0 [Product used: 2017+ 2017 N/A D-D As reported by the animal owner a cat, male neutered, 6 years old
19DECO0635; {Breed: European FIPRONIL SPOT (no more details details available} has been treated topically with
- Germany Sex: M ON CAT Frontline Spot on K {(no more details available} administered by the
Sex qualifier: Other products animal owner for years (exact period of time: unknown), due to
Neutered used: no other fleaftick treatment. The cat always gets sleepy (coded as apathy)
Age: 6.00 Year(s) products after the application for about 1 day. The owner thinks that a
Weight: Unknown Route: Topical / hormone condition ( hypersexuality) may cause this symptom but
Cutaneous does not exclude stress as a trigger as well, because the cat is
'Was the "mad" at his mistress during this time. No further details available.
product used
ok?: Unknown
to Company
11-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 04-Jul-2019 04-Jul-2019 0 Day(s) D-D SLEE and AE: As reported by the animal owner an European long
19DEQ00637, {Breed: European FIPRONIL SPOT haired cat, 7 to 8 kg body weight, female neutered, in good general
- Germany Sex: F ON CAT condition (no more details available} was treated once topically in
Sex qualifier: Other products the neck with Frontline Spot-on K ( 1 dose, batchnr.: 321015BW,
Neutered used: no other exp. date 06/2021) by the owner on 4 July 2019, due to flea/tick
Age: - products treatment. Despite the treatment the cat continuously had fleas.
\Weight: 7.000 kg* Route: Topical / Environmental treatment: vacuuming, clothes washing at 60°C but
Cutaneous no insecticides. Apart from that, the cat showed loss of appetite
Was the half a day after the treatment (ate treats but no wet food). No more

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
product used details available. This case was reported both SLEE and AE.
ok?: Yes
12-Jul-2019  UAE; Species: Feline 2 1 0 |Product used: 21-Jun-2019* | 22-Jun-2019* 1 Day(s) D-D As reported by trainer for staff of pharmacies a cat, breed
19DEC00648; {Breed: European FIPRONIL SPOT European, age 8 years, 5 kg body weight, in good general
-; Germany Sex: U ON CAT condition (no more details available) was treated once
Sex qualifier: Other products topical/cutaneous with 1 dose with FRONTLINE SPOT-ON K (no
Unknown used: no other more details available) administered by the animal owner on 21
Age: 8.00 Year(s) products June 2019 approx. due to flealtick prophylaxis. One day after the
Weight: 5 kg Route: Topical / application the cat showed hair loss in the site of administration,
Cutaneous but no itching. No further details available. On 18 July 2019 follow
Was the up rceived via Email: hair/fur is growing again. Apart from that, the
product used owner has another cat in the house who received Frontline and
ok?: Yes had no AE. No further details available.
16-Jul-2019  UAE; Species: Canine 1 1 0  |Product used: 2017 2017* N/A D-D SLEE: As reported by the animal owner his Bolonka Zwetna dog (8
19DEQ00654; Breed: Canine FIPRONIL SPOT years old, male intact, weighing 8-9 kg) was treated topically in the
-, Germany Other ON DOG neck with 1 dose of FRONTLINE SPOT-ON H 20 (batch no
Sex: M Other products P21619AL - invalid, expiry date Nov 2019) by the animal owner,
Sex qualifier: - used: no other due to flea infestation begin of Jul 2019 twice 14 days apart
Age: 9.00 Year(s) products (off-label: overdose, intervals). According to the owner the product
Weight: 8.5 kg* Route: unknown showed no efficacy against fleas. Some kind of envircnment
Was the treatment suitable for stables was used at the time of second
product used Frontline administration (no further details). The owner mentiocned,
ok?: No that he used the environment spray he had left from the last flea
(Treatment / infestation in 2017 where Frontiine also showed no efficacy. No
vaccination more details.
program not
respected)
12-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: Jul-2019* Jul-2019 5 Day(s) D-D SLEE: As reported by the animal owner a German Sheperd dog,
19DEQD0656; Breed: German FIPRONIL SPOT 30 kg body weight (no more details available) was
-; Germany Shepherd Dog ON DOG topically/cutaneous treated with FRONTLINE SPOT-ON H 40
Sex: U Other products application in the neck (no more details available) by the animal
Sex qualifier: used: no other owner, due to fleaftick treatment in July 2019 approx.(no more
Unknown products details available). 3-4 days after the application, the animal owner
Age: - Route: Topical / noticed less ticks and the ones that were already attached to the
\Weight: 30 kg Cutaneous dog died. However, later on the dog again had ticks. No more
'Was the details available.
product used
ok?: Yes
18-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 2009* 2009* 0 Day(s) D-C As reported by a trainer for the staff of pharmacies a male cat
19DEQD0657; Breed: Feline FIPRONIL SPOT (further details unknown) showed 'attack of rheumatism' (MAH
-; Germany (unknown) ON CAT comment: coded as Joint pain NOS}) unknown time after Frontlline
Sex: M Other products (not further specified) and the animal has not shown this symptom
Sex qualifier: used: no other before treatment. MAH comment: Frontline Spot-On K set as best
Unknown products guess. This incident happen 'a long time ago'. No more details
Age: - Route: unknown available.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
18-Jul-2018  JAE; Species: Feline 1 1 0 [Product used: 11-Jul-2019* 11-dul-2019* 0 Day(s) D-D SLEE: As reported by a pharmacy an unknown cat was treated
19DE000659; Breed: Feline FIPRONIL SPOT once topically with 1 dose of FRONTLINE SPOT ON K on about 11
-, Germany (unknown) ON CAT Jul 2018 by the owner for flea treatment. 1 week later the cat was
Sex: U Other products brought to a vet and showed intense flea infestation and erythema
Sex qualifier: used: no other at the abdomen. Cat is known to suffer from flea allergy. The cat

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown products was treated with an injection of cortisone. No more details. This
Age: - Route: Topical / case was reported as SLEE.
Weight: Unknown Cutaneous
Was the
product used
ok?: Yes
20-dul-2019  JUAE; Species: Feline 2 2 1 [Product used: 12-Jui-2019* 16-Jul-2019* 4 Day(s) D-A As reported by the owner 2 crossbreed (Maine Coon/European}
19DEQ00664; Breed: Maine FIPRONIL kittens, 12 weeks old, weighing 945 g and 985 g, respectively,
-; Germany Coon Cat 10%/S were brought in a new household (Maine Coon cattery) without any
Sex: X METHOPRENE vaccination at about 8 Jul 2019. They were treated topically in the
Sex qualifier: Not 12% SPOT ON neck with 1 dose of Frontline Combo Spot-on Cats (off-label use:
applicable Other products kittens are too light} on about 12 Jul 2018 by the animal owner.
Age: 12.00 used: no other Approx. 4 days after the treatment the male kitten showed
\Week(s) products anorexia, apathy, and vomiting. The very next day (17 Jul 2019) he
Weight: 945 - 985 Route: Topical / also had diarrhea and was brought to a vet. There an antibiotic
gms Cutaneous was administered {no more details available) and the kitten
'Was the received electrolytes. The full blood analysis showed a severe
product used leukopenia but no other findings. On 18 Jul 2019 he received
ok?: No antibiotic treatment again, but the general condition worsened and
(Contraindication on 19 Jul 2019 the male kitten died. No necropsy. Since 19 Jul
per label) 2019 the female kitten also showed anorexia, increasing apathy,
and vomiting, no defecation. On 24 Jul 2019 she was apathic and
had diarrhea, on 25 Jul 2019 she ate by herself and the feces were
firmer. The kitten was treated the last days with some penicillin p.o.
(no further details} and some stool sample was send to a lab
(giarida negative). Other cats from the same breeder/owner are
without similar symptoms and were not treated with Frontline or
Frontline Combo recently, but have received these products in the
past without any problems.
Additional information: the new owner also has a farm with horses
and stray cats.
29-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: May-2019* May-2019* N/A D-D SLEE: As reported by the owner his dog (no further details) was
1SDE000693; Breed: Canine FIPRONIL SPOT treated in the last 3 month with Frontline (FRONTLINE SPOT-ON
-; Germany (unknown) ON DOG H 20 as best guess, no details about dosage, treatment interval,
Sex: U Other products batch) due to flea and tick treatment. In this period he found 18
Sex qualifier: used: no other ticks on his dog and suspects a lack of efficacy .
Unknown products
Age: - Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
01-Aug-2019 JUAE; Species: Feline 4 1 0 |Product used: 2019* 2019~ N/A D-B Reason for treatment: Ectoparasitic prophylaxis
19DE000701; {Breed: European FIPRONIL SPOT Suspected adverse reaction: 4 cats of one household received
-, Germany Sex: F ON CAT treatment with Bravecto spot on 250 mg on 10 Jun 19 from their
Sex qualifier: Other products owner (unknown if neck or base of skull). One of these 4 cats
Neutered used: Bravecto showed apathy the next day (11 Jun 19). On 12 Jun 19 this
Age: 16.00 Year(s) 250 mg Lésung concerned cat showed head tremor for approx 30 min and
Weight: 4.32 kg zum Auftropfen salivation. These signs repeated itself daily, the tremor episodes
auf die Haut fur lasted between 10 to 60 min each. On 17 Jul 19 no such episodes
mittelgrofe Kat; occurred again and the owner assumed the cat was recovered
again. On 18 Jul 19 however, signs returned worse than ever
Route: unknown according to owner, furthermore, concerned cat showed unstable
Was the gait. Therefore, the cat was transferred to a vet clinic. There the
product used blood values (no more details available} were examined and an
ok ?: Unknown x-ray was taken, both within physiological borders. The clinic

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
to Company speaks of focal, epileptiform convulsions and started therapy with
20mg/kg levetiracetam for 7 weeks. How the cat reacts towards
this therapy is unknown for the initially reporting vet practice. Note:
Cat reacted similar after treatment with Frontline {more specific
details to this are unavailable). Follow up phone conversation with
animal owner on 23 Jul 19 revealed, that concerned cat is
recovered, under anti-epileptic therapy no more episodes occurred
(only every once in a while hypersalivation occurs but this might
also due to the anti epileptic therapy). There was no neurological
work up performed in the vet clinic. Owner mentioned that also
mother and son of concerned cat show slight reactions after an
another unknown antiparasitic treatment. According to her own vet
this shows that the whole family appears to be more susceptible to
some parts of unknown antiparasitic. Case closed.
NCA comment: unknown Frontline added as suspect drug
according to narrartive.
[State of health: Good}
03-Aug-2019 [UAE; Species: Canine 1 1 0 [Product used: 27-Jui-2019* Jul-2018* N/A D-D SLEE: As reported by the animal owner a dog (no more details
19DECO0715; Breed: Canine FIPRONIL SPOT available) received FRONTLINE SPOT-ON H 10 (no more details
-; Germany (unknown) ON DOG available) by the animal owner (no specified period of time, best
Sex: U Other products guess at the end the July 2019), due to flea/tick treatment.
Sex qualifier: used: no other According to the animal owner Frontline Spot on H 10 showed lack
Unknown products of efficacy against fleas. No more information available.
Age: - Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
09-Aug-2019 (UAE; Species: Feline 3 3 0 |Product used: Aug-2019* Aug-2018* 0 Day(s) D-D SLEE: As reported by the animal owner 3 cats {no more details
19DEQD0722; Breed: Feline FIPRONIL SPOT available) received FRONTLINE SPOT-ON K (product
-, Germany (unknown} ON CAT unsubstantiated, no more details available) by the animal owner in
Sex: U Other products August 2019 (best guess, no specific period of time), due to
Sex qualifier: used: no other flea/tick treatment. According to the animal owner Frontline
Unknown products Spot-on did not show any efficacy. No more details available.
Age: - Route: unknown Dog from the same household handeled in
Weight: Unknown Was the DEU-BIAHPVY-19DEOQ0723, cases are linked.
product used
ok?: Unknown
to Company
09-Aug-2019 UAE; Species: Canine 1 1 0 [Product used: Aug-2019* Aug-2019* 0 Day(s) D-D SLEE: As reported by the animal owner 1 dog (no more details
19DEQD0723; Breed: Canine FIPRONIL SPOT available) received FRONTUINE SPOT-ON H 20 (product
-, Germany (unknown} ON DOG unsubstantiated, no more details available) by the animal owner in
Sex: U Other products August 2019 (best guess, no specific period of time), due to
Sex qualifier: used: no other flea/tick treatment. According to the animal owner Frontline
Unknown products Spot-on did not show any efficacy. No more details available.
Age: - Route: unknown Same reporter as DEU-BIAHPV-19DEQ00722, cases are linked.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
12-Aug-2019 JAE; Species: Feline 1 1 0 [Product used: Aug-2019* Aug-2019* 0 Day(s) D-D SLEE: As reported by the animal owner FRONTLINE SPOT-ON K
19DE000724; Breed: Feline FIPRONIL SPOT ( no more details available) was administered to a cat (number
-; Germany (unknown) ON CAT approx., no more details available) by the animal owner in August
Sex: U Other products 2019 (best guess, no specific period of time), due to flea/tick
Sex qualifier: used: no other treatment. According to the animal owner Frontline Spot-on did not

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown products show any efficacy. No more details available.
Age: - Route: unknown Same reporter as DEU-BIAHPV-19DEQ00725, cases are linked.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
12-Aug-2019 UAE; Species: Canine 1 1 0 (Product used: Aug-2019* Aug-2019* 0 Day(s) D-D SLEE: As reported by the animal owner FRONTLINE SPOT-ON H
19DEQ00725; Breed: Canine FIPRONIL SPOT 20 ( no more details available} was administered to a dog (number
-; Germany (unknown) ON DOG approx. no more details available) by the animal owner in August
Sex: U Other products 2019 (best guess, no specific period of time), due to flea/tick
Sex qualifier: used: no other treatment. According to the animal owner Frontline Spot-on did not
Unknown products show any efficacy. No more details available.
Age: - Route: unknown Same reporter as DEU-BIAHPV-19DE000724, cases are linked.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
12-Aug-2019 UAE; Species: Feline 1 1 0 |Product used: 07-Aug-2019* | 07-Aug-2019* immediatly D-C As reported by the animal owner a cat, male neutered, 15 months
19DEQ00727; {Breed: European FIPRONIL SPOT old, 4 kg body weight in good condition received Frontline
- Germany Sex: M ON CAT SPOT-ON K (0.5 dose, topical/cutaneous in the neck, means low
Sex qualifier: Other products dose) by the animal owner some time last week (MAH comment: 7
Neutered used: no other Aug 2019 set as best guess), due to fleaftick treatment. The cat
Age: 15.00 products immediately showed rigid standing and hypersalivation. The owner
Month(s) Route: Topical / excludes the possibility that the cat could have had oral contact
Weight: 4 kg Cutaneous with the product. After 2 hours everything was fine again. No more
'Was the details available.
product used
ok?: No (Low
dose)
12-Aug-2019  UAE; Species: Feline 2 1 0 |Product used: 2017+ 05-Aug-2019* 3 Day(s) D-D SLEE: As reported by the animal owner two European cats, 4.5 kg
19DEQ00728; Breed: European FIPRONIL SPOT body weight in good condition had been treated with FRONTLINE
- Germany Sex: U ON CAT SPOT-ON K for years, due to fleaftick tfreatment. The affected cat
Sex qualifier: Other products got the last FRONTLINE SPOT-ON K (topical/cutaneous
Unknown used: no other application in the neck, 1 dose monthly. Batchnr.: T 20110AW, Exp.
Age: - products date: 12/21) 10 days ago, the other cat would have been treated a
Weight: 4.5 kg Route: Topical / few days later (unknown if this second cat was treated at all). After
Cutaneous the application, the animal owner went on vacation. A relative
Was the reported a few days ago that the cat is increasingly itching. After
product used returning from vacation, the animal owner noticed flea dermatitis.
ok ?: Unknown The cat was brought to the attending vet who had to inject
to Company cortisone (no further detaiis). No more details available.
18-Aug-2019 JUAE; Species: Feline 1 1 0 |Product used: Jul-2019* Jul-2019* 0 Day(s) D-D SLEE: As reported by the animal owner a cat (4.9 kg body weight,
19DE000739; Breed: Feline FIPRONIL SPOT no further details) received FRONTLINE SPOT-ON K (batchnr:
-; Germany (unknown) ON CAT S20706AW, exp. date 04/2021, 1 dose 1x month. No information
Sex: U Other products on route and site of administration) by the animal owner, due to
Sex qualifier: used: no other flea/tick prophylaxis on their vacation (no specific period of time,
Unknown products best guess July 2019), as last year there was a flea problem in
Age: - Route: unknown their holiday accomodation. However, the cat showed flea
Weight: 4.9 kg Was the infestation. So the animal owner used a fogger (no further details)
product used in the holiday accomodation. Unknown time later, the cat received
ok ?: Unknown a second administration of FRONTLINE SPOT-ON K (1 dose).
tc Company Despite these procedures, the animal owner combed out 23 fleas
from the cat. No more details available.
21-Aug-2019 [UAE; Species: Avian 1 1 0 (Product used: 07-Aug-2019* | 21-Aug-2019* 2 Week(s} D-C As reported by the attending vet a male mallard {about 1 kg body

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
19DEC00753; |Breed: Duck FIPRONIL weight, no further details) was treated topically about 2 weeks ago
- Germany Sex: M SPRAY (MAH comment: 7 Aug 2019 set by best guess) with FRONTLINE
Sex qualifier: - Other products SPRAY (off-label use: species not indicated, indication not
Age: - used: no other indicated; no further details) due to myiasis of the uropygial gland.
Weight: 1 kg" products After the treatment the duck was taken care of and on 21 Aug
Route: Topical / 2019 it was brought to some water. The duck sank immediately
Cutaneotus and almost drowned. The attending vet wonders Frontline spray
Was the may have 'removed the fat of the feathers' (coded as 'Application
product used site feather change'). On 22 Aug 2019 the vet reported that the
ok?: No duck seems to be 'more impregnated again’.
(Species not No further information.
indicated /
recommended)
02-Sep-2019 JUAE; Species: Feline 2 1 0 |Product used: 27-Aug-2019 27-Aug-2019 N/A D-C As reported by a pharmacyst who is the animal owner at the same
19DEQ00782; {Breed: European FIPRONIL SPOT time she treated her 2 cats with FRONTLINE SPOT-ON K
-, Germany Sex: M ON CAT (topical-cutaneous application, 1x pipette per animal in the neck,
Sex qualifier: Other products batch number S20814 AW, exp. date 05/2021) on 27 August 2019,
Neutered used: no other due to prophylaxis/flea + tick control. One of them, a European cat,
Age: 3.00 Year(s) products male neutered, 3 years old, 4 kg body weight in good condition,
Weight: 4 kg Route: Topical / showed reddened pinnae and scaly skin on head and ears after 2
Cutaneous hours. On 29 August 2019, the cat got a wound in the neck, due to
Was the scratching. The animal owner treated the cat locally with
product used Octenisept. No more information available.
ok?: Yes
02-Sep-2019 (UAE; Species: Feline 2 2 0 (Product used: 12-Aug-2019* | 26-Aug-2019* 0 Day(s) D-D SLEE: As reported by the animal owner 2 Persian cats, both 4 kg
19DEQ00783; Breed: Persian FIPRONIL SPOT body weight in good general condition (no further details available)
-; Germany (No Further ON CAT were treated with FRONTLINE SPOT-ON K (topical/cutaneous
Description} Other products administration, administration site=neck, 1x pipette each, no more
Sex: U used: no other details available) by the animal owner 3 weeks ago (on 12 Aug
Sex qualifier: products 2019 approx.) due to fleaftick treatment. The cats were treated with
Unknown Route: Topical / Bravecto at the beginning of Apr 2019, due to fleaftick treatment
Age: - Cutaneous (no more details available). The animal owner was discharged
Weight: 4 kg 'Was the from hospital 3 weeks ago and found the cats full of fleas.
product used Therefore, the animal owner started {o treat the cats with
ok?: Yes FRONTLINE SPOT-ON, sprayed the household with BOLFO
Umgebungsspray and washed their blankets. Despite this
procedure, the cats still had fleas. For this reason, the animal
owner treated the cats with FRONTLINE once again 1 week ago
(on 26 Aug 2019 approx.). The cats are indoor cats, but there are 2
dogs in the household. S8ame reporter as
DEU-BIAHPV1P-19DE000784, and
DEU-BIAHPV1P-19DEQ00785, cases are linked. No more details
available.
02-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: 12-Aug-2019* | 26-Aug-2019* 0 Day(s) D-D SLEE: As reported by the animal owner a Spitz dog, 8.5 kg body
19DE000784; Breed: Canine FIPRONIL SPOT weight in good general condition (no further details available) was
-; Germany Other ON DOG treated with FRONTLINE SPOT-ON H 10 (topical/cutaneous
Sex: U Other products administration, administration site=neck, 1x pipette, no more
Sex qualifier: used: no other details available) by the animal owner 3 weeks ago (on 12 August
Unknown products 2019 approx.) due to fleaftick treatment. The dog was treated with
Age: - Route: Topical / Bravecto at the beginning of April 2019, due to fleartick treatment
Weight: 8.5 kg Cutaneous (no more details available). The animal owner was discharged
Was the from hospital 3 weeks ago and found the dog full of fleas.
product used Therefore, the animal owner shaved and bathed the dog and
ok?: Yes started treatment with FRONTLINE. The owner also sprayed the
household with BOLFO and washed their blankets. Despite this
procedure, the dog still had fleas. For this reason, the animal

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
owner freated the dog with FRONTLINE once again 1 week ago
(on 26 August 2019 approx.). The dog goes regularly outside and
there are 2 cats and 1 other dog in the household. Same reporter
as DEU-BIAHPYV1P-19DED00783 and
DEU-BIAHPV1P-19DEQ00785, cases are linked. No more details
available.
02-Sep-2019 JUAE; Species: Canine 1 1 0 |Product used: 12-Aug-2019* | 26-Aug-2019* 0 Day(s) D-D SLEE: As reported by the animal owner a dog, Dachshund, 6 kg
19DEQ00785; Breed: FIPRONIL SPOT body weight in good general condition (no further details available)
-; Germany Dachshund ON DOG was treated with FRONTLINE SPOT-ON H 10 (topical/cutaneous
Sex: U Other products administration, administration site=neck, 1x pipette, no more
Sex qualifier: used: no other details available) by the animal owner 3 weeks ago (on 12 August
Unknown products 2019 approx.) due to fleaftick treatment. The dog was treated with
Age: - Route: Topical / Bravecto at the beginning of April 2019, due to flea/tick treatment
Weight: 6 kg Cutaneous (no more details available). The animal owner was discharged
Was the from hospital 3 weeks ago and found the dog full of fleas.
product used Therefore, the animal owner shaved and bathed the dog and
ok?: Yes started treatment with FRONTLINE. The owner also sprayed the
household with BOLFO and washed their blankets. Despite this
procedure, the dog still had fleas. For this reason, the animal
owner treated the dog with FRONTLINE once again 1 week ago
(on 26 August 2019 approx.). The dog goes regularly outside and
there are 2 cats and 1 other dog in the household. Same reporter
as DEU-BIAHPV1P-18DE000783 and
DEU-BIAHPV1P-19DEQ00784, cases are linked. No more details
available.
06-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: Sep-2019* Aug-2019* N/A D-D As reported by the animal owner a Golden Retriever dog (no
19DE000791; Breed: Retriever FIPRONIL SPOT further details) was treated with FRONTLINE (MAH comment:
-; Germany (Golden} ON DOG Frontline Spot-on H 40 set as best guess) in Aug 2019 (set as
Sex: U Other products best guess). Unknwon time after the treatment the dog showed
Sex qualifier: used: no other pruritus. No further details.
Unknown products
Age: - Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
16-Sep-2019 UAE; Species: Canine 1 1 0 |Product used: N/A 27-Sep-2016 N/A D-D Chihuahua, 4,5 Kg, female, 6,5 years and Zwergratonero
19DEQ00803; Breed: Canine FIPRONIL Mallorquin, 5.5 kg, female, 7.5 years received Frontline against
-, Germany Other SPRAY their fleas, no success. Then both dogs received Capstar (bought
Sex: F Other products via internet) 4 times with 48 h between the applications, fleas still
Sex qualifier: used: visible, dog of her daughter has also fleas, owner suspects lack of
Unknown CAPSTAR efficacy
Age: 7.50 Year(s) 11.4mg;
Weight: 5.5 kg
Route: unknown
Was the
product used
ok?: Unknown
to Company
16-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: N/A 27-Sep-2016 N/A D-D Chihuahua, 4,5 Kg, female, 6,5 years and Zwergratonero
18DEC00804; {Breed: Chihuahua FIPRONIL Mallorquin, 5,5 kg, female, 7,5 years received Frontline against
-, Germany Sex: F SPRAY their fleas, no success. Then both dogs received Capstar (bought
Sex qualifier: Other products via internet) 4 times with 48 h between the applications, fleas still
Unknown used: visible, dog of her daughter has also fleas, owner suspects lack of
Age: 6.50 Year(s) unspecified efficacy.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence #* #* #*
\Weight: 4.5 kg product;
Route: unknown
Was the
product used
ok?: Unknown
to Company
11-Sep-2019  UAE; Species: Feline 1 1 0 |Product used: Sep-2019* Sep-2019* N/A D-D As reported by the animal owner a male cat, 6 months old approx.
19DE000807; Breed: Feline FIPRONIL SPOT (no more details available) was treated with FRONTLINE
-; Germany (unknown) ON CAT SPOT-ON K (product unsubstantiated, no more details available)
Sex: M Other products by the animal owner, due to unknown condition (no specified
Sex qualifier: used: no other period of time, best guess September 2019). Unknown time later
Unknown products the cat shows "disturbing signs like gagging, screams wildly, and
Age: 6.00 Route: unknown runs through the entire apartment’. No more details available.
Month(s) Was the
Weight: Unknown product used
ok?: Unknown
to Company
15-8ep-2019 UAE; Species: Feline 3 3 0 |Product used: 17-Jul-2018 15-8ep-2019* 4 Week(s) D-D SLEE: As reported by the animal owner 3 European cats (living in
19DE000813; {Breed: European FIPRONIL SPOT the same household, between 9 to 15 years old, between 5 to 6 kg
-, Germany Sex: U ON DOG body weight in good general condition) received Frontline Spot-on
Sex qualifier: Other products H 10 (1 dose topically in the neck, batch number: S20316AL: exp.
Unknown used: no other date, 02/2021; off-label use: species not indicated} on 17 Jun 2019
Age: 9.00 Year(s) products and on 18 August 2019, due to fleaftick treatment. The animal
\Weight: 5 - 6 kg Route: Topical / owner has now discovered more fleas on the cat than before
Cutaneous starting with the therapy. The animal owner treated the apartment
Was the with a fogger (no further details} and a spray (no further details). All
product used 3 cats get regularly outside with access to littered courtyard in the
ok?: No neighborhood. No more information available.
(Species not
indicated /
recommended)
10-Sep-2019 UAE; Species: Canine 2 2 0 |Product used: 31-Aug-2019* | 10-Sep-2019 10 Day(s) D-D SLEE: As reported by the animal owner, 2 large dogs, 1x 37 kg
19DE000822; Breed: Canine FIPRONIL SPOT bodyweight and 1x 45 kg bodyweight were treated with Frontiine
-; Germany (unknown) ON DOG Spot-on H 40 (product unsubstantiated, the heavier dog received
Sex: U Other products at least 1.5 pipette of the product, the other dog 'the rest’, no more
Sex qualifier: used: no other details available) by the animal owner on approx. 31 Aug 2019 due
Unknown products to flea/tick treatment. According to the animal owner, both dogs
Age: - Route: unknown still are full of fleas. No more details available.
Weight: 37 - 45 kg 'Was the
product used
ok?: Unknown
to Company
08-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: Aug-2019* Sep-2019* 0 Day(s) D-D SLEE: As reported by the animal owner a dog (12 weeks old, no
19DE000823; Breed: Canine FIPRONIL SPOT further details) was treated twice with FRONTLINE SPOT-ON H 20
- Germany (unknown) ON DOG (no further details). The owner still noticed fleas after 1 week. No
Sex: U Other products further information available.
Sex qualifier: used: no other
Unknown products
Age: 12.00 Route: unknown
\Week(s) Was the
Weight: Unknown product used
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
25-Sep-2019 UAE; Species: Feline 1 1 0 (Product used: Sep-2019* Sep-2019* 0 Day(s) D-D As reported by the animal owner the coat of a red male cat turned
19DE000827, Breed: Feline FIPRONIL SPOT black at the application site unknown time after using Frontline
-, Germany (unknown) ON CAT Spot On for cats. No more details.
Sex: M Other products
Sex qualifier: used: no other
Unknown products
Age: - Route: Topical /
Weight: Unknown Cutaneous
Was the
product used
ok?: Unknown
to Company
30-8ep-2019 JUAE; Species: Canine 1 1 0 |Product used: 27-Sep-2019 | 30-Sep-2019* 3 Day(s) D-D SLEE: As reported by the animal owner a dog (no further details)
19DE000831; Breed: Canine FIPRONIL SPOT was treated with FRONTLINE SPOT-ON (FRONTLINE SPOT-ON
-; Germany (unknown) ON DOG H 10 set as best guess, product unsubstantiated, no further
Sex: U Other products details) on 27 Sep 2019. There are still fleas visible. According to
Sex qualifier: used: no other the owner they also used some fogger (no further details) in order
Unknown products to treat the environment. No further information.
Age: - Route: unknown Same reporter and owner as DE-BIAHPV-19DEQO00832, cases are
Weight: Unknown Was the linked.
product used
ok?: Unknown
to Company
30-Sep-2019 JUAE; Species: Feline 1 1 0 |Product used: 27-Sep-2019 | 30-Sep-2019* 3 Day(s) D-D SLEE: As reported by the animal owner a cat (no further details)
19DE000832; Breed: Feline FIPRONIL SPOT was treated with FRONTLINE SPOT-ON (FRONTLINE SPOT-ON
-, Germany (unknown) ON CAT K set as best guess, product unsubstantiated, no further details) on
Sex: U Other products 27 Sep 2019. There are still fleas visible. According to the owner
Sex qualifier: used: no other they also used some fogger (no further details) in order to treat the
Unknown products environment. No further information.
Age: - Route: unknown Same reporter and owner as DE-BIAHPV-19DEO00831, cases are
Weight: Unknown Was the linked.
product used
ok?: Unknown
to Company
16-8ep-2019 UAE; Species: Canine 2 2 0 |Product used: 10-Sep-2019* | 16-Sep-2019* N/A D-D SLEE: As reported by the owner her dogs (no further details) were
19DE000833; Breed: Canine FIPRONIL SPOT treated with FRONTLINE (FRONTLINE SPOT-ON H 10 set as
-; Germany (unknown) ON DOG best guess, product unsubstantiated, no further details). Owner
Sex: U Other products could not see any efficacy (not further specified, SLEE for fleas
Sex qualifier: used: no other and ticks set as worst case). No further information.
Unknown products Same reporter and owner as DE-BIAHPV-18DE0O00834, cases are
Age: - Route: unknown linked.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
16-8ep-2019 UAE; Species: Feline 2 2 0 |Product used: 10-Sep-2019* | 16-Sep-2019* N/A D-D SLEE: As reported by the owner her cats (no further details) were
19DE000834; Breed: Feline FIPRONIL SPOT treated with FRONTLINE (FRONTLINE SPOT-ON K set as best
-; Germany (unknown) ON CAT guess, product unsubstantiated, no further details). Owner could
Sex: U Other products not see any efficacy (problem not further specified, so SLEE for
Sex qualifier: used: no other fleas and ticks set as worst case). No further information.
Unknown products Same reporter and owner as DE-BIAHPY-18DE000833, cases are
Age: - Route: unknown linked.
Weight: Unknown Was the
product used

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
ok?: Unknown
to Company
19-Jul-2019  JAE; Species: Canine 1 1 0 [Product used: Jun-2019* Jul-2019* 0 Day(s) D-D As reported by a pharmacist, a dog (approx. 7-8 kg bw, unknown
19DK000066; Breed: Canine FIPRONIL breed, gender and age) received FRONTLINE COMBO SPOT-ON
-; Denmark (unknown) 10%/S for dogs 2-10 kg (size 8) LOT unknown, administered by the owner
Sex: U METHOPRENE during the summer 2019 (approx JUN 2019). Two administrations
Sex qualifier: 9% SPOT ON were given, 4 weeks apart, for treatment against fleas. After
Unknown Other products product administration (approx JUL 2019) the owner returned to
Age: - used: no other the pharmacy and complained about lack of efficacy after the
Weight: 7 - 8 kg* products second administration (not further specified).
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
28-Aug-2019 [UAE; Species: Canine 2 2 0 [Product used: 2019* Jun-2019 0 Day(s) D-D As reported by the animal owner, two dogs, labradors, intact
19DK000078; Breed: Retriever FIPRONIL females, one 1 year old, 28 kg and one 10 year old 29 kg, received
-; Denmark Labrador 10%/S FRONTLINE COMBO VET 20-40 kg, size L (LOT unknown)
Sex: F METHOPRENE administered between the shoulder blades and back in dry fur
Sex qualifier: 9% SPOT ON close to the skin (off-label: the content should be applied on one
Unknown Other products single spot}, by the owner 4 times a year, as tick and flea
Age: 1.00 Year(s) used: no other prevention. A dose was given in the spring 2019 and a new dose in
Weight: 28 - 29 kg products JUN 2019. The owner reported that fleas were found on the dogs
Route: Topical / after the dose given in in spring 2019, and the treatment in
Cutaneous JUN-2019 had no effect either. Unknown tablets were given as
'Was the alternative treatment.
product used
ok?: No (Others}
28-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: Mar-2019* Jun-2019* N/A D-C As reported by the animal owner, a dog, Cockerpoo, female, 4
19DK00007¢8; {Breed: Cockapco FIPRONIL years old, 9.6 kg (born Jun-2015), received FRONTLINE COMBO
-; Denmark Sex: F 10%/S VET for 2-10 kg, size S (LOT unknown) administered topically in
Sex qualifier: METHOPRENE the neck area according to the leaflet every four weeks, throughout
Unknown 9% SPOT ON the spring 2019 (dates not specified), by the owner. In the middie
Age: 4.00 Year(s) Other products or end of JUN 2019 (date not specified), the owner noticed that the
Weight: 9.6 kg used: no other dog was scratching a lot and was very restless and was licking
products itself frantically on the chest and legs. When the owner had the
Route: Topical / dog trimmed, a wound on the chest by the left leg became visible,
Cutaneous as well as reddening of the skin and small wounds on the inner
Was the side of the legs and the backside of the right leg. The dog was
product used brought to a vet who said that the wound on the chest was from a
ok ?: Unknown tick bite, and NEXGARD was prescribed as alternative treatment.
to Company The owner reported that she had not seen any ticks. The owner
reported that live fleas were seen in the fur. Fleas were not present
in the house and no family. The owner reported that fleas had not
been detected on the dog before, except for a few ones when the
dog was a puppy. The dog had been treated with Prac-Tic since it
was old enough to receive treatment and the owner switched to
FRONTLINE COMBO because Prac-Tic was not available. The
owner reported never having problems with ticks or fleas while the
dog received Prac-tic.
13-8ep-2019 WUAE; Species: Canine 1 1 0  |Product used: 05-Jun-2019* Aug-2019* N/A D-B As reported by the animal owner, a dog, ‘Candy’, female, intact, 9
18DK000084; Breed: Chihuahua FIPRONIL years old, 2 kg, received FRONTLINE COMBO VET SPOT-ON
-, Denmark Sex: F 10%/8 FOR DOGS 2-10 KG (LOT unknown) 1 dose topically applied on
Sex qualifier: METHOPRENE the 5th every month, administered by the animal owner for the past

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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PUREVAX RCP
FELV;

Milpro smail
cats;

Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown 9% SPOT ON four months, from 05 JUN 2019 to 05 SEP 2019. The dog had prior
Age: 9.00 Year(s) Other products to treatment (the past year) suffered from sporadic, minor epileptic
Weight: 2 kg used: no other seizures, which started after treatment with an unknown chewable
products tablet for flea and tick prevention. During treatment with
Route: Topical / FRONTLINE COMBO VET the sporadic seizures continued. After
Cutaneous the last two product administrations, on 05 AUG and 05 SEP 2018,
Was the the seizures appeared 12 to 24 hours after product administration.
product used On the last administration date, 05 SEP 2019, the dog had two
ok?: Unknown seizures, the first appearing 12 hours after administration and the
to Company second 24 hours after the first seizure. The dog was in heat at the
time of the last two administrations. The owner was advised to
discontinue the treatment in SEP 2019. Update by MAH
30-SEP-2019: added VeDDRA-code 'increased seizure frequency’.
20-Sep-2019 UAE; Species: Canine 2 2 0 [Product used: 08-Aug-2019 Aug-2019* 3 Week(s} D-D As reported by the animal owner, two dogs, chihuahua, (one
19DK000086; {Breed: Chihuahua FIPRONIL female, 3.0 kg, age unknown and one 10-year old male, 6.4 kg)
Markev; Denmark  {Sex: X 10%/S received FRONTLINE COMBO VET 2-10 KG (S), (LOT
Sex qualifier: METHOPRENE R62425BL, EXP OCT 2020, valid) topically applied to the neck
Unknown 9% SPOT ON area and rubbed in (off-label use: the content should be applied
Age: 10.00 Year(s) Other products directly on one spot on the skin but not be rubbed in), administered
Weight: 3.000 - used: no other by the owner from 08 AUG 2019 to 10 AUG 20189 for treatment
6.4 kg* products against fleas (MAH comment: it is unknown if the dogs were
Route: Topical / treated more than once between AUG 8-10). The dogs had fleas at
Cutaneous the time of treatment. After product administration (time not
Was the specified) the owner reported that the dogs were still scratching.
product used The owner went to the vet 14 days after treatment with
ok?: No (Others) FRONTLINE COMBO to get another product for flea treatment. An
unknown alternative product was then administered. There was
also a cat (outdoor and indoor} in the household, it is unknown if
the cat was treated. The dogs had previously (not further specified)
been treated with FRONTLINE.
11-Jul-2019  JUAE; Species: Feline 1 1 0 |Product used: 26-Jun-2019 07-4ul-2019 11 Day(s) D-C Suspected Adverse Event: As reported by the attending veterinary,
19ES000509; Breed: European FIPRONIL Aria, an European, female cat (weight unknown) born on
- Spain Sex: F 10%/S 01MAY2019, received 1 dose of Purevax RCP-FelV (batch
Sex qualifier: METHOPRENE L460207 and expiry date unknown) administrated subcutaneous
Lactating 12% SPOT ON via by the attending veterinary on 04JUL2019. On 07JUL2019, the
Age: 9.00 Week(s) Other products animal started to experience discomfort. On 08JUL2019 the animal
Weight: Unknown used: experienced apathy, hyperthermia (40°C), trembling, lameness and

articular inflammation and pain located in the carpus and elbows.
The animal was treated with Metacam, but she did not improve. On
089JUL2019 the vet administrated her corticoids IM route. On
10JUL2019 the animal was totally recovered, therefore the vet
decided to continue the treatment using oral corticoids. An analysis
was performed and the results received on 18JUL19 showed Low
hematocrit=23.2% (non regenerative anaemia), lymphopenia
(256), and leukaemia and immunodeficiency both negative.
Clinical history: the animal was adopted on 07JUN2019. On
04JUL2019 a FelV-FIV test was performed with negative results.
On 26JUN2019, the animal received an antiparasitic treatment
Frontline Combo for cats due to she had some ticks and on
08JUNZ2019 the animal also received 1 tablet of Milpro for small
cats. UPDATE 24JUL2019: the animal had been checked and she
was fine. On 05AUG2019 the aftending vet informed that the cat
had been vaccinated with Purevax RCP (previous antihistamine
injection) one week ago and on 09AUG2019 Aria had not
experienced any adverse reaction.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
15-Jul-2018  MJAE; Species: Canine 2 1 0 (Product used: 12-Jul-2018 13-4ul-2019 1 Day(s) D-C Suspected Adverse Event: As reported by the animal owner, a 5
19ES000518; Breed: Chihuahua FIPRONIL years old, 2.9 kg, Chihuahua, female dog received 1 pipette of
Barcelona; Spain Sex: F 10%/S Frontline Combo Spot On dog 2-10 kg (batch and expiry date
Sex qualifier: METHOPRENE unknown) administrated topically by the animal owner on
Unknown 9% SPOT ON 12JUL2019 at night. On 13JUL2019 the animal experienced
Age: 5.00 Year(s) Other products vomiting, reddening of the skin, scratching and inflammation of the
Weight: 2.9 kg* used: no other face and neck. When she scratched herself, she began to
products experience bleeding wounds. The owner took her to the veterinary
Route: Topical / center and was treated with antibiotic, antinflammatory and
Cutaneous antiemetic. The animal recovered. It was the first time the patient
Was the received this product and they did not know if it was possible she
product used had licked the application zone. She usually received pipettes from
ok ?: Unknown another brand. The animal lives with another dog that also
to Company received the product the same day, but it did not experience any
adverse event.
23-Sep-2019 UAE; Species: Feline 1 1 0 (Product used: 03-Sep-2019* 13-8ep-2019 10 Day(s} D-B Suspected Adverse Event: As reported by pet owner, Caramelo a
19ES000666; Breed: European FIPRONIL between 2 and a half and 3 months old, 1 kg, European male cat
iAsturias; Spain Sex: M SPRAY received 1 pipette of Broadline solution Spot on for cats <2.5 kg
Sex qualifier: - Other products (batch and expiry date unknown) administrated topically between
Age: 2.50 used: FIPRONIL the scapula by the attending vet on 13SEP2019. When the animal
Month(s) 8.3% / was going home started to experience seizures and spasms. On
Weight: 1 kg S-METHOPREN 213EP2018 the owner took the animal to the veterinary center
E 10%/ because he had worsened. The animal was isolated. However, he
PRAZIQUANTE experienced about two or four seizures in one hour and especially
L83%/ when he was falling sleep. The vet stablished a treatment with
EPRINOMECTI doxicicline (just in case the animal had a toxoplasma or
N 0.4% SPOT Haemobartonella infection), keppra and stesolid. A blood test was
ON; performed with normal results. Also a FelLV/FiV test was performed
and showed negative results. The owner and the vet dismissed the
Route: Topical / possibility that the animal had licked the product. The vet visited
Cutaneous the animal again due to he had worsened. He was blind (not show
Was the menace reflex) and was not able to stand. He woke up startled and
product used then convulsions evolved. On 24SEP2019 the patient had been
ok ?: Unknown eating correctly and only experienced a few seizure (usually when
to Company the animal was relaxed) since he had started the keppra treatment.
On 25SEP2018 the animal had worsened. Vet decided to start a
phenobarbital treatment and hours later the animal had improved.
On 27SEP2018 Caramelo was sent home. The seizures had been
controlled, however, he was still experiencing facial muscle
spasms. He was being treated with phenobarbital, keppra and
stesolid. On30SER2019 the animal had improved, but he was still
experiencing blindness and trembling when he walked. Vets kept
the same treatment. An analysis was performed and showed
anaemia and low monocytosis, high levels of alkaline
phosphatase, and leukemia and immunodeficiency both negative.
On 030CT19, Caramelo got worst. He suffered mouth spams and
twitching. An analysis was performed and all the resuits
18-Jul-2019  [JAE; 19FI000027; [Species: Canine 2 1 0 [Product used: 21-Jun-2019 23-Jun-2019 2 Day(s) D-C As reported by the animal owner, two dogs were treated, one
-; Fintand Breed: Canine FIPRONIL reacted: a dog, kleinspitz, male (age and weight unknown),
Other 10%/S received FRONTLINE COMP 0.67 mi (size S) (batch unknown and
Sex: M METHOPRENE route unknown) 1 dose administered by the animal owner on 21
Sex qualifier: 9% SPOT ON JUN 2018. 2 days after product administration (23 JUN 2018) the
Unknown Other products dog experienced skin irritation in the neck area where the skin
Age: - used: no other partly opened and a wound appeared. The dog was taken to the
Weight: Unknown products vet and antibiotic treatment was given PO for 10 days according to
Route: unknown advice from att vet (not further specified). Skin lesion healed partly
during the treatment, but after the end of treatment (approx. 03

N/A signifies the information for this field is either not available or not applicable

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Report printed on 25-0Oct-2019 at 8:39:59PM
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Was the JUL 2019) the skin lesion worsened and the wound opened again.
product used Owner consultated att vet again on 15 JUL 2019 were the dog was
ok?: Unknown sedated and the skin was cleaned. Antiseptic shampoo was used
to Company for cleaning (not further specified). On the same day (15 JUL 2019}
the dog got a fever and treatment with amoxycillin-clavulanic acid
125 mg BID and robenacoxib 6 mg BID PO was started. At the
time of reporting the treatment was still ongoing. The dog was still
slightly lethargic and ate and drank less than normally. The dog
has previously been treated with FRONTLINE (not specified) 2
years ago (2017) where a skin reaction occurred which was treated
with antibiotics. MAH comment: review of case 15-AUG, case
ment changed to serious.
18-Jul-2018  JJAE; 19F1000028; {Species: Canine 2 2 0 |Product used: 13-Jul-2018 18-Jul-2019* 5 Day(s) D-D As reported by an animal owner, two dogs, miniature pinschers (7
-; Finland Breed: Pinscher FIPRONIL SPOT and 15 years, approx 5 kg each, one male, one female, both
(Miniature) ON DOG neutered, at good health) received FRONTLINE VET 0.67 ML (size
Sex: X Other products 8) (LOT 821807AX, EXP 30 NOV 2021, valid) topically
Sex qualifier: used: no other administered by the owner on 13 JUL 2019. 5 days after product
Neutered products administration (on 18 JUL 2019) the owner found one alive tick on
Age: 7.00 Year(s) Route: Topical / one of the dogs. On 19 JUL 2019 a dead tick was found and one of
Weight: 5 kg* Cutaneous the dogs showed unwillingness to move (not speified which dog).
Was the The dog had recovered the next day, on 20 JUL 2019. MAH
product used comment: This case is classified as both 'SLEE" and 'Adverse
ok?: Unknown reaction’, but due to a limitation of the database it might be that
to Company only the highest hierarchical product problem type, which is
'Adverse reaction’, has been transmitted.
19-Jul-2018  JAE; 19F1000029; {Species: Canine 1 1 0 [Product used: 04-Jun-2010 07-Jun-2019 3 Day(s) D-C As reported by the animal owner, an 8-year old male neutered dog
-; Finland Breed: Canine FIPRONIL (breed unknown, body weight approx. 40 kg) received FRONTLINE
(unknown) 10%/S COMP 4.02 ML (size XL} (LOT R60710, EXP FEB 2020, valid)
Sex: M METHOPRENE topically applied according to the label by the animal owner on
Sex qualifier: 9% SPOT ON 4-JUN-2019 as tick repellent {off-label: indication). On the 7-JUN
Neutered Other products the dog experienced a painful, purulent and abscessed skin
Age: - used: no other infection (MAH Veddra-coded application site pyoderma) on the
Weight: 40 kg products site of application. The product normally left the hair wet in the
Route: Topical / neck and at the beginning the owner did not realize that it was a
Cutaneous question of purulent skin, because the dog had very thick fur. The
Was the affected skin area was small at first, but quickly spread along the
product used dog's neck towards the top of the head. The skin area was sore.
ok?: No The dog was brought to the vet and the reaction was treated by
(Indication not cleaning the affected area using antiseptic cintment on the lesion .
indicated / The dog had previously been treated with the product without
recommended) reaction. No concomitant treatment was given and the dog had no
prior disease. The dog had not been bathed or gone swimming
during the treatment. A collar was not used normally. The general
condition of the dog had been good, though at the same time it
was tame compared to normal, because the area was painful, and
it strolled around restlessly. The condition improved in less than
two weeks completely and no other symptoms were seen. The
inflammation dried out with a gel containing antibiotics and
cortisone. There was no need for oral antibiotics. On the 29- JUL
the dog had completely recovered. MAH comment: the case was
initially assessed non-serious, but at review of the case the
assessment has been changed to serious due to the severity of the
reaction.
30-Jul-2018  JUAE; 19FI000034; ISpecies: Canine 1 1 0  |Product used: Apr-2018 May-2019* N/A D-D As reported by an animal owner, a 6-year old male intact Shetland
-; Finland Breed: Shetland FIPRONIL Sheepdog, body weight 15 kg, healthy, received FRONTLINE
Sheep Dog 10%/3 COMP VET SPOT-ON (product unsubstantiated, MAH estimated

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
(Sheltie) METHOPRENE size M for dogs bw 10-20 kg), 3 doses at 1 month interval
Sex: M 9% SPOT ON administered by the owner starting APR-2019. Recently (date not
Sex qualifier: - Other products specified, reported in JUL-2018) the skin of the dog started to
Age: 6.00 Year(s) used: no other scale off, especially on posterior areas and there was a lot of hair
Weight: 15 kg products loss. The owner switched to Bayvantic and the symptoms were
Route: unknown less severe. The owner also stated that in MAY the dog had ticks
Was the on skin and hair after visiting tick areas. The owner has used
product used Frontline comp for a couple of summers. MAH comment: This case
ok?: Unknown is classified as both 'SLEE' and 'Adverse reaction’, but due to a
to Company limitation of the database it might be that only the highest
hierarchical product problem type, which is 'Adverse reaction’, has
been transmitted.
20-Aug-2019 [UAE; 19FI1000037; {Species: Canine 2 2 0 |Product used: 2019* Aug-2019* N/A D-D As reported by the att vet, 2 dogs with different owners (one 12
-; Finland Breed: Canine FIPRONIL years, 4.2 kg and one 15 years, 9.2 kg, breed and gender
(unknown) 10%/S unknown, at good health) received FRONTLINE COMP 67/60.3
Sex: U METHOPRENE MG (size S) (LOT unknown, route and dose unknown)
Sex qualifier: 9% SPOT ON administered by the animal owners on an unknown date and
Unknown Other products unknown frequency. During AUG 2019 the dogs visited the clinic
Age: 12.00 Year(s) used: no other and the owners reported that several ticks had been found on the
Weight: 4.2 - 9.2 products dogs and that these had been attached for a longer period of time.
kg Route: unknown A couple of the ticks were found during the clinic visit. The dogs
'Was the had not been swimming and were not washed after application.
product used
ok?: Unknown
to Company
03-8ep-2019 [JUAE; 19FI000038; {Species: Feline 1 1 0 |Product used: 02-Sep-2019 02-Sep-2019 0 Day(s) D-B As reported by att. vet, an 8-year old male neutered cat (breed
-; Finland Breed: Feline FIPRONIL SPOT unknown, 4.5 kg, of good health) received FRONTLINE VET 100
(unknown) ON CAT MG/ML SPOT-ON (batch R21611BX, exp. SEP-2020) unknown
Sex: M Other products dose applied topically by the owner on 2-SEP-2019 around noon.
Sex qualifier: used: no other At 10 pm the cat started to tremble, it was sensitive to touch, had
Neutered products ataxia in the hind legs and appeared to be nauseous. The
Age: 8.00 Year(s) Route: Topical / trembling continued for several hours and at 2 in the night it had
\Weight: 4.5 kg Cutaneous convulsions lying on one side attempting to get up. This lasted for
'Was the half a minute. At 2.30 at the vet, cat was still trembling, pupillary
product used reflex delayed but had no other neurological signs. In the morning
ok ?: Unknown the cat was normal but had itch on the site of application. The cat
to Company had not received any other medication but dogs of the family have
received Bayvantic and they use a preparation containg permetrin
in henhouse in the yard.
12-Sep-2019 JUAE; 19FI000040; {Species: Canine 1 1 0 |Product used: 2019* 2019~ N/A D-D As reported by the animal owner, a dog, 21 kg (breed, age and
- Finland Breed: Canine FIPRONIL SPOT state of health unknown) received FRONTLINE VET 100 MG/ML
(unknown) ON DOG SPOT-ON (LOT 821802AX, EXP NOV 2021, valid) administered
Sex: U Other products by the animal owner at unknown date (MAH added 2019) and
Sex qualifier: used: no other frequency, for prevention against ticks. The animal owner reported
Unknown products to have found approx. 20 ticks on the dog, however the time of
Age: - Route: Topical / onset was not specified. The dog had not been washed with
Weight: 21 kg Cutaneous shampoo. The dog had previously been treated with the product
Was the (date unknown) with good effect.
product used
ok?: Unknown
to Company
04-Jul-2019  UAE; Species: Feline 2 2 2 [Product used: 22-Jun-2019 23-Jun-2019 1 Day(s}) D-A FR-ANMV-19 CPVL 00874: TO: two cats were applied with
19FR0OC0809; Breed: Feline FIPRONIL SPOT FRONTLINE SPOT ON CHAT. T+6h: they successively displayed
-; France crossbred ON CAT drunken gait, ataxia, falling, then apathy. T+9h: the first cat was
Sex: X Other products presented to emergency clinic (vet college). T+ 11h: the second cat

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex qualifier: Not used: no other was also examined at same emergency clinic. They were in
applicable products polypnoea, and diagnosed with acute renal failure. The cats were
Age: 10.00 Year(s) Route: Topical / washed and administered with fluids therapy, antiemetic, manitol,
Weight: 34 kg Cutaneous anticonvulsivant, intralipids. Without improvement, both were
Was the euthanasied. No necropsy performed. Note: product administered
product used was 2 months outdated/expired. Duration of reaction: < or = 24
ok?: No hours
(Expired) Duration of reaction (precision): approx.15 hours. Reason for
treatment: Preventive. Treatment of SAR: fiuids therapy,
antiemetic, manitol, anticonvulsivant, intralipids, washing.
Qutcome of SAR: Unfavorable
08-Jul-2019  [UAE; Species: Feline 2 2 0 [Product used: 22-Jun-2019 23-Jun-2019 1 Day(s) D-C FR-ANMV-19 CPVL 00860: DO late early night (10:00 PM), two
19FR000812; {Breed: European FIPRONIL SPOT elderly European cats are applied each with FRONTLINE SPOT
-; France Sex: U ON CAT ON CHAT. D1 morning (or in late night), both display ataxia, with
Sex qualifier: Other products associated lethargy and vomiting. Duration of reaction: <or=#6
Unknown used: no other hours. Duration of reaction (precision): ongoing {a few hours).
Age: 11.00 Year(s) products Reason for treatment: fleas. Treatment of SAR: ? Investigations: ?
Weight: Unknown Route: Topical / Outcome of SAR: Unknown. FRONTLINE SPOT ON CHAT () : 1
Cutaneous pipette per cat; duration: once; onset time: < 6-12 hours.
Was the
product used
ok?: Unknown
to Company
11-Jul-2019  UAE; Species: Feline 2 1 0 [Product used: 06-Jun-2019 07-Jun-2019 1 Day(s) D-C FR-ANMV-19 ANMV 01224: Case reported by the owner: 2 cats
19FR000829; Breed: Feline FIPRONIL were treated with 1 pipette each of FRONTLINE COMBO
- France (unknown) 10%/S SPOT-ON CHAT on 06-Jun-2019 (monthly treatment). The owner
Sex: M METHOPRENE suspects that the male cat licked the female cat and ingested an
Sex qualifier: - 12% SPOT ON amount of the product. Quickly after the product application (exact
Age: 8.00 Year(s) Other products time unknown but less than 24h), the male cat began to vomit,
Weight: 6 kg used: no other drank frequently and stayed lying. Since then, it is sleeping a lot
products and its breathing presented episods of sudden tachypnea. On
Route: Topical / 08-Jun-2019, the case was still ongoing. No vet examination
Cutaneous available and no treatment implemented. Reason for treatment:
Was the Preventive. FRONTLINE COMBO SPOT-ON CHAT () : 1
product used pipette/cat, application between shoulders.
ok?: Unknown
to Company
11-Jul-2019  [UAE; Species: Canine 1 1 0 [Product used: 18-Jun-2019 18-Jun-2019 0 Day(s) D-D FR-ANMV-19 CPVL 00843: A Border Collie dog licked a
19FR000834; Breed: Border FIPRONIL SPOT FRONTLINE SPOT ON CHIEN M applied on another dog. It
-; France Collie ON DOG displayed nausea. Exact timing not specified: phone call before vet
Sex: U Other products examination. Duration of reaction: < or = 1 hour. Duration of
Sex qualifier: used: no other reaction (precision): Ongoing (< 1h). Reason for treatment:
Unknown products accidental ingestion. Outcome of SAR: Unknown. FRONTLINE
Age: - Route: PO-Oral SPOT ON CHIEN M () : < 1 spot on; duration: Once; onset time: <
Weight: 18 kg Was the A few hours.
product used
ok?: No (Route
not indicated /
recommended)
15-Jul-2019  JAE; Species: Feline 1 1 0 [Product used: 06-Jul-2019 07-Jul-2019 1 Day(s) D-C FR-ANMV-19 CPVL 00938: DO: Chartreuse cat applied with
19FR0O00841; {Breed: Chartreux FIPRONIL FRONTLINE COMBO SPOT-ON CHAT. D1: also administrated
- France Sex: M 10%/S with 1/2 tablet of COMFORTIS 270 MG COMPRIMES A
Sex qualifier: METHOPRENE CROQUER POUR CHIENS ET CHATS. Around 1 hour later, it
Neutered 12% SPOT ON displayed tachypnoea, associated with intense haircoat licking and
Age: 16.00 Year(s) Other products agitation. Duration of reaction: < or = 1 hour. Duration of reaction

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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and Country of g g 2 Started
Occurrence H * *
Weight: 6 kg used: (precision): ongoing (35 minutes). Reason for treatment:
COMFORTIS ectoparasites. Treatment of SAR: not yet. Investigations: ?
270 MG Outcome of SAR: Unknown. FRONTLINE COMBO SPOT-ON
COMPRIMES A CHAT () : 1 pipette; duration: once; onset time: < 24 hours
CROQUER COMFORTIS 270 MG COMPRIMES A CROQUER POUR
POUR CHIENS CHIENS ET CHATS () : 1/2 tablet; duration: once; onset time: 1
ET CHATS; hour.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
08-Jul-2019  UAE; Species: Feline 1 1 0 |Product used: 04-4ul-2019 04-4ul-2019 0 Day(s) D-C ADVERSE REACTION case: As reported by the atiending vet, a
19FR000845; {Breed: European FIPRONIL neutered male European cat born on 17 JUN 2019, weighing 3.37
-, France Sex: M 10%/8 kg, in good condition, had received topically FRONTLINE COMBO
Sex qualifier: METHOPRENE SPOT ON CHAT (on the neck near the cat's necklace, BN:
Neutered 12% SPOT ON S41403AW and exp. date: OCT 2021) administered by the owner
Age: 17.00 Day(s) Other products on 04 JUL 2019. Right after the product administration the cat
Weight: 3.37 kg used: no other experienced hypersalivation, significant vomiting, diarrhea and
products dysphagia. On 06 JUL 2019, i.e. 2 days after product
Route: Topical / administration, the cat was taken to the vet because the clinical
Cutaneous signs were ongoing. The cat was treated with a subcutaneous fluid
Was the therapy and Prevomax and Estocelan injections. On 09 JUL 2019,
product used the cat recovered. Note: the vet suspected that the necklace was
ok ?: Unknown soaked with the product and the cat must have been able to lick it
to Company many times.
05-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 29-Jun-2019 01-Jul-2019 2 Day(s) D-D Suspected Adverse Event: As reported by the animal's owner, a
19FR000849; Breed: Belgian FIPRONIL 2.5-year-old male Belgian Malinois, 42 kg, in good condition,
-, France Malinois 10%/S received one pipette of FRONTLINE COMBO SPOT-ON CHIEN
Sex: M METHOPRENE XL (BN: S62505AX, Exp. date: AUG 2021) administered topically
Sex qualifier: 9% SPOT ON by the owner on 29 JUN 2019 for flea treatment. 2 days after
Unknown Other products product administration, on 01 JUL 2019, the animal experienced
Age: 2.50 Year(s) used: no other abnormal behaviour compared to usual: intense scratching on the
Weight: 42 kg products back close to the base of the tail and overreaction without any
Route: Topical / apparent reason (encoded as "Hyperaesthesia” into Veddra). The
Cutaneous case was ongoing at the time of this report. Note: the animal was
Was the already a little bit tired before product administration because it had
product used been scratching itself a lot as a consequence of flea infestation.
ok?: Unknown
to Company
08-Jul-2019  JUAE; Species: Canine 2 2 0 |Product used: Jul-2019* Jul-2019* 4 Week(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner,
19FR0O00851; Breed: Canine FIPRONIL dogs (unknown signalment and exact number (2 was chosen by
-; France (unknown) 10%/S default)) received one pipette of FRONTLINE COMBO SPOT-ON
Sex: U METHOPRENE CHIEN (product unsubstantiated) (BN and exp. date: unknown}
Sex qualifier: 9% SPOT ON administered topically in the neck by the owner on an unknown
Unknown Other products date (JUL 2019 was chosen by default) for flea treatment. After
Age: - used: no other product administration {unknown time to onset), fleas did not
Weight: Unknown products disappear from the animal (efficacy described as close to zero by
Route: Topical / the owner). The owner administered a competitor product
Cutaneous (unspecified) that was effective.
Was the
product used
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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i
00-Jul-2019  JUAE; Species: Feline 1 1 0 |Product used: 26-Jun-2019 26-Jun-2019 Immediate D-D Suspected Lack of Efficacy: As reported by the animal's owner, a
19FR0O00854; Breed: European FIPRONIL 10-year-old male European cat, 4 kg, in good condition, received
-; France Sex: M 10%/S one pipette of FRONTLINE COMBO SPOT-ON CHAT (BN:
Sex qualifier: METHOPRENE S41513CW, Exp. date: NOV 2021) administered topically at the
Unknown 12% SPOT ON base of the neck between the shoulders by the owner and
Age: 10.00 Year(s) Other products FRONTLINE SPRAY (BN: 802701A; Exp. date: OCT 2021)
Weight: 4 kg used: FIPRONIL administered topically by the owner on 26 JUN 2019 for flea
SPRAY; treatment (the cat was infested by fleas). Since administration of
both products, fleas had been still visible on the animal. The case
Route: Topical / was ongoing at the time of this report. Note: the animal had been
Cutaneous kept indoors after administration of the products and the
Was the environment had been treated with foggers (unspecified).
product used
ok?: Unknown
to Company
10-J4ul-2019  UAE; Species: Feline 1 1 0 |Product used: 04-4ul-2019 04-4ul-2019 0 Day(s) D-B Suspected Adverse Event: As reported by the animal's owner, a
19FR0O00856; Breed: Maine FIPRONIL 14-year-old male Maine Coon cat, in good condition, received
-; France Coon Cat SPRAY FRONTLINE SPRAY POMPE 1.5 mL (BN: S01101A, Exp. date:
Sex: M Other products MAR 2021) administered topically by the owner on 04 JUL 2018:
Sex qualifier: used: no other unclear administered dose, mentioned to be a few less than
Unknown products recommended dosage (nos) for the first time. After product
Age: 14.00 Year(s) Route: Topical / administration, during the night of 04 JUL 2019, the animal
Weight: Unknown Cutaneous experienced intense fever, tongue outside the mouth (encoded as
Was the "Respiratory distress” into Veddra), drooling, and its heart "nearly
product used exploded” (encoded as "Tachycardia” into Veddra). No further
ok?: No (Low information was available at the time of this report. Note: The cats
dose) lives exclusively indoors but was infested with fleas by a dog that
the owner took into her home. Note 2 : case considered as serious
due to owner description (the cat heart "nearly exploded").
15-Jul-2018  JUAE; Species: Canine 1 1 0 |Product used: 03-Jui-20198 03-dul-2019* 0 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner,
19FR0O00858; Breed: Bernese FIPRONIL Gilbratar, a 8-year-old Bernese Mountain dog in good condition
-, France Mountain Dog 10%/S received one pipette of FRONTLINE COMBO SPOT-ON CHIEN
Sex: U METHOPRENE XL (BN: R60101AX, Exp. date: DEC 2019) administered topically
Sex qualifier: 9% SPOT ON by the owner between the shoulders on 03 JUL 2019 for flea
Unknown Other products treatment. 10 FRONTLINE PETCARE DIFFUSEURS
Age: 8.00 Year(s) used: INSECTICIDE ET ACARICIDE (BN: 337G2, Exp. date: NOV 2020}
‘Weight: Unknown FRONTLINE were used on 06 JUL 2019 for the treatment of the environment.
PETCARE After treatment (unknown time to onset), fleas were still visible on
DIFFUSEUR the animal. No further information was available at the time of this
INSECTICIDE report. Note: two cats (Mirabelle, a 1-year-old female European cat
ET ACARICIDE and Gratouille, a 4-year-old male European cat} received each one
POUR pipette of FRONTLINE COMBO CHAT (BN and exp. date:
L'HABITAT,; unknown} administered topically by the owner on 03 JUL 2019 and
no flea was still visible on the two cats after treatment.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
16-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 02-Jul-2019 04-Jul-2019 2 Day(s) D-D Suspected Adverse Event: As reported by the animal's owner, a
19FR000874; Breed: Feline FIPRONIL SPOT 1.5-year-old female crossbred cat, 2 to 3 kg, in good condition,
-, France Other ON CAT received one pipette of FRONTLINE SPOT-ON CHAT (BN and
Sex: F Other products exp. date: unknown, product unsubtantiated) administered at the
Sex qualifier: used: no other base of the neck betwen the shoulders by the owner on 02 JUL

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown products 2019. 2 days after product administration, on 04 JUL 2019, the
Age: 1.50 Year(s) Route: Topical / animal experienced application site hairloss and pink bottom of the
Weight: 2 -3 kg Cutaneous lower lip. The owner also reported that the cat had licked itself a
Was the lot. No further information was available at the time of this report.
product used Note: the owner mentioned administration of MILBEMAX on 07
ok ?: Unknown JUL 2019.
to Company
18-Jul-2019  WJAE; Species: Canine 1 1 0 |Product used: Jun-2019* Jun-2019* 11 Day(s) D-D LACK OF EFFICACY case: As reported by the owner, a dog (age,
19FR0O00881; Breed: Canine FIPRONIL sex, breed and weight unknown} had received topically
-; France (unknown) 10%/S FRONTLINE COMBO SPOT ON CHIEN S (1 dose, BN and exp.
Sex: U METHOPRENE date: NOS) administered by the owner in JUN 2019 (approx. date).
Sex qualifier: 9% SPOT ON Then (time to onset nos}), the animal still had fleas. No further
Unknown Other products information at the time of the report. Note: the owner reported that
Age: - used: no other the dog was washed up and dried before the administration of the
Weight: Unknown products product. Plus, the animal is brushed daily, the housing is healthy
Route: Topical / and the dog’s basket is washed regularly.
Cutaneous
Was the
product used
ok?: Unknown
to Company
21-dul-2019  JUAE; Species: Canine 1 1 0 |Product used: 08-Jui-2019 12-Jul-2019 4 Day(s) D-C Suspected Adverse Event: As reported by the animal's owner, a
19FR0O00893; Breed: Retriever FIPRONIL 4.5-year-old intact female Labrador dog, 35 kg, received one
-, France (Labrador, Black) 10%/S pipette of FRONTLINE COMBO SPOT ON CHIEN L (BN:
Sex: F METHOPRENE R61612AX, Exp. date: AUG 2020) administered topically by the
Sex qualifier: 9% SPOT ON owner at the base of the neck between the shoulders on 08 JUL
Unknown Other products 2019 for flea treatment. 4 days after product administration, on 12
Age: 4.50 Year(s) used: JUL 2019, the animal experienced severe burnings, irritations
Weight: 35 kg DERMIPRED; (similar as a sunburn), and hair loss starting from the collar and
spreading until 20 cm in length and 10 cm in width. A beginning of
Route: Topical / necrosis was observed at the base of each hair. The animal was
Cutaneous slightly lethargic. It was brought to the vet on 18 JUL 2019 and was
Was the treated with Kesium 625 mg (0.75 tablet bid for 10 days) and
product used Dermaflon solution (3 times per day). Ultrasound was scheduled
ok ?: Unknown on 24 JUL 2019 because the animal's abdomen was slightly
to Company "swollen" (coded as "Distension of abdomen” into Veddra). The
reaction was ongoing at the time of this report. Note: the animal
was treated every 3 months with a product from the FRONTLINE
(unspecified) range. It had been under Dermipred (10 mg/day) for
2 years because of Addison disease.
23-4ul-2019  JUAE; Species: Feline 1 1 0 |Product used: 16-Jul-2019 17-Jul-2019 1 Day(s) D-B FR-ANMV-19 CPVL 01021: DO: European cat applied with both 1
19FR000909; {Breed: European FIPRONIL pipette of FRONTLINE TRI-ACT SOLUTION POUR SPOT-ON
-, France Sex: M SPRAY POUR CHIENS 20 - 40 KG and spray of FRONTLINE SPRAY. D1:
Sex qualifier: - Other products it displayed muscle tremor. Afternoon (phonecall), at vet clinic,
Age: - used: FIPRONIL after washing, it also showed tonic seizure. Evening (second
Weight: Unknown 6.01% / phonecall) still tremors despite diazepam administration. Also
PERMETHRIN hypothermia. D2 noon (third phonecall): cat better, no more
44.88% SPOT tremors since midnight, but displaying behavioral trouble,
ON SOLUTION; excessive grooming. Duration of reaction: < or = 24 hours.
Duration of reaction (precision): ongoing (24 hours). Reason for
Route: Topical / treatment: fleas. Treatment of SAR: washing and diazepam.
Cutaneous Investigations: none. Outcome of SAR: Unknown. FRONTLINE
Was the TRI-ACT SOLUTION POUR SPOT-ON POUR CHIENS 20 - 40
product used KG () : 1 pipette; duration: once; onset time: 12-24 hours.
lok?: No (Low FRONTLINE SPRAY POMPE () : 1 spraying; duration: once; onset
dose) time: 12-24 hours

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
H
25-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 25-Jun-2019 27-Jun-2019 2 Day(s) D-C FR-ANMV-19 CPVL 00886. DO: An European cat was accidentally
19FR000913; Breed: European FIPRONIL SPOT administered with FRONTLINE SPOT ON CHIEN XL. It ran away
-; France Sex: F ON DOG for 48 hours. D2: at its return, it displayed trembling. Vet
Sex qualifier: Other products examination: washing, diazepam, fluid therapy. D3: slight
Neutered used: no other improvement of trembling but normal consciousness, appetite and
iAge: 1.00 Year(s) products movements. Duration of reaction: < or = 7 days
Weight: 3 kg Route: Topical / Duration of reaction (precision): Ongoing (< 24 h after return).
Cutaneous Reason for treatment: Preventive. Treatment of SAR: washing,
Was the diazepam, fluid therapy. Outcome of SAR: Unknown
product used
ok?: No
(Species not
indicated /
recommended}
24-Jul-2018  UAE; Species: Canine 1 1 0 [Product used: Jul-2017* Jul-2017* 0 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner,
19FR000927; Breed: Yorkshire FIPRONIL Xeryus, a 5-year-old neutered male Yorkshire dog, 3.5 kg, in good
-; France Terrier SPRAY condition, received FRONTLINE SPRAY POMPE (BN: RO2005A,
Sex: M Other products Exp. date: MAR 2018) administered topically by the owner in JUL
Sex qualifier: used: no other 2017 for flea treatment. After product administration {(unknown time
Neutered products to onset), the animal experienced a complete lack of efficacy (no
Age: 5.00 Year(s) Route: Topical / further details provided). No further information was available at
Weight: 3.5 kg Cutaneous the time of this report. This case is linked with the case 19FR928:
Was the SLOE in a cat from the same household after administration of the
product used same product.
ok?: Unknown
to Company
24-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: Jul-2017* Jul-2017* 0 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner,
19FR000928; Breed: Persian FIPRONIL Betty, a 12-year-old spayed female Persian cat, 4 kg, in good
-, France (No Further SPRAY condition, received FRONTLINE SPRAY POMPE (BN: RO2005A,
Description) Other products Exp. date: MAR 2019) administered topically by the owner in JUL
Sex: F used: no other 2017 for flea treatment. After product administration {(unknown time
Sex qualifier: products to onset), the animal experienced a complete lack of efficacy (no
Neutered Route: Topical / further details provided). No further information was available at
Age: 12.00 Year(s) Cutaneous the time of this report. This case is linked with the case 18FR927:
Weight: 4 kg Was the SLOE in a dog from the same household after administration of the
product used same product.
ok?: Unknown
to Company
25-4ui-2019  UAE; Species: Feline 1 1 0 |Product used: 08-Jul-2019 Jul-2019* 23 Day(s) D-D Suspected Adverse Event: As reported by the animal's owner,
19FR000929; {Breed: European FIPRONIL Loki, @ 1-year-old neutered male European cat, received one
-, France Sex: M 10%/8 pipette of FRONTLINE COMBO SPOT-ON CHAT (BN:
Sex qualifier: METHOPRENE S41403AW, Exp. date: OCT 2021} administered topically between
Neutered 12% SPOT ON the shoulders by the owner on 08 JUL 2019 (mentioned to be
Age: 1.00 Year(s) Other products preventive treatment). After product administration (unknown time
Weight: 7.6 kg used: no other to onset), the animal experienced scratching with fleas observed
products on the animal. No further information was available at the time of
Route: Topical / this report.
Cutaneous
Was the
product used
ok?: Unknown
to Company
31-J4ul-2019  JUAE; Species: Canine 1 1 0 |Product used: 20-Jun-2019 23-dun-2019 3 Day(s) D-C FR-ANMV-19 CPVL 00864: DO: 4.7-kg Maltese dog applied with
19FR000937,; lBreed: Maltese FIPRONIL SPOT FRONTLINE SPOT ON CHIEN M (for 10-20 kg dog). D3: it

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
- France Sex: M ON DOG displayed apathy. D4: at presentation, apathy, stiff gait /walking on
Sex qualifier: - Other products tiptoes. No tremor, normal body temperature, no digestive sign.
Age: 8.00 Year(s) used: no other Duration of reaction: < or = 24 hours. Duration of reaction
Weight: 4.7 kg products (precision): < 24 hours. Reason for treatment: preventive.
Route: Topical / Outcome of SAR: Unknown
Cutaneous
Was the
product used
ok?: No
(Overdose}
30-Jul-2018  UAE; Species: Canine 8 8 0 (Product used: 15-Jul-2018 15-4ul-2019* 0 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner, 8
19FR000959; Breed: Canine FIPRONIL dogs of various breeds (Chihuahua, Pug, German Shepherd),
-, France various breeds SPRAY aged between 6.5 months and 4 years, weighing 2 or 7-8 kg or
Sex: X Other products 30-40 kg, in good condition, received each FRONTLINE SPRAY
Sex qualifier: used: no other POMPE (BN: TOO102A, Exp. date: DEC 2021) administered
Unknown products topically by the owner all over the body on 15 JUL 2019 for flea
Age: 6.50 Route: Topical / treatment (unknown dose, number of sprays per animal). After
Month(s) Cutaneous product administration (unknown time to onset}), fleas were still
Weight: 2 - 40 kg Was the visible on the animals. The SLOE was ongoing at the time of this
product used report. Note: the owner already administered such product before
ok ?: Unknown (every month) without any reaction/lack of efficacy.
to Company
31-Jul-2019  JUAE; Species: Feline 1 1 0 |Product used: 18-Jul-2019 29-dul-2019 11 Day(s) D-C Suspected Adverse Event: As reported by the animal's owner,
19FR0OC0960; {Breed: Eurcpean FIPRONIL SPOT Nougat, a 2-year-old intact male European cat, 3.2 kg, in good
-; France Sex: M ON CAT condition, received one pipette of FRONTLINE SPOT-ON CHAT
Sex qualifier: - Other products (BN: T20A109AW, Exp. date: DEC 2021) administered topically
IAge: 2.00 Year(s) used: no other between the shoulders by the owner on 18 JUL 2019 (to treat
Weight: 3.2 kg products itching). 11 days after product administration, on 29 JUL 2019, the
Route: Topical / animal experienced lethargy, anorexia, staggering, and was unable
Cutaneous to stand up. The signs were ongoing at the time of this report.
Was the Note: the animal had never been treated with a parasiticide before.
product used
ok?: Unknown
to Company
05-Aug-2019 JUAE; Species: Feline 2 2 0 |Product used: 16-Jul-2019 16-Jul-2019 0 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner, two
19FR0O00971; iBreed: European FIPRONIL SPOT neutered male European cats (Gnocky, a 1-year-old cat, 5 kg, and
-, France Sex: M ON CAT Bouly, a 8-year-old cat, 9 kg} in good condition received each one
Sex qualifier: Other products pipette of FRONTLINE SPOT-ON CHAT (BN: 821812ax, Exp.
Neutered used: no other date: NOV 2021) administered topically by the owner between the
Age: 1.00 Year(s) products shoulders on 16 JUL 2019 for flea treatment. After product
Weight: 5 - 8 kg Route: Topical / administration, the animals experienced a lack of efficacy (NOS).
Cutaneous No further information was available at the time of this report.
Was the
product used
ok?: Unknown
to Company
02-Aug-2019 JUAE; Species: Feline 6 6 0  |Product used: 26-4ul-2019 01-Jul-2016* N/A D-D Suspected Lack of Efficacy: As reported by the animal's owner, 6
19FRO00972; Breed: British FIPRONIL British Shorthairs cats (Odyl, 8 month old, 3.5 kg; Olga, 8 months
-; France Shorthair 10%/S old, 3.5 kg; llda, 7 years old, 3.4 kg; Gattino, 9 years oid, 9 kg; Ely
Sex: X METHOPRENE Mai, 11 years old, 4.5 kg; Tabata, 17 years old, 2 kg) live in the
Sex qualifier: 12% SPOT ON same household. At the beginning of JUL 2019, because she saw
Unknown Other products fleas on her six animals, the owner administered 1 pipette of an
Age: 8.00 used: FIPRONIL unknown product (but is was not FRONTLINE) to the four oldest
Month(s}) SPRAY; cats and also administered FRONTLINE SPRAY POMPE 250 mL
Weight: 2 - 9 kg UNKNOWN (BN: RO0406A; exp. date: DEC 2018} topically all over the body of

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
FLEA the 6 cats (6 sprays for the youngest animals and 12 sprays for the
PRODUCT; oldest). Since she saw no efficacy, the owner administered one
pipette of FRONTLINE COMBO SPOT ON CHAT (BN and exp.
Route: Topical / date: unknown) on 16 JUL 2019 to the 6 animals. After product
Cutaneous administration (unknown time to onset), she still continued to see
Was the alive fleas on her animals. No further information was available at
product used the time of this report. Note: concomitantly to the administration of
ok?: Unknown FRONTLINE COMBO SPOT-ON CHAT, the owner vacuumed all
to Company corners of her house, cleaned the pillows, and sprayed a flea
product on the baskets. The animals live indoors. Off-label dose:
underdosage: FRONTLINE SPRAY POMPE 1.5 m! was used in
this case. But even if the 1.5 mi dosage was used, the youngest
animals (3.5 kg) should have received at least 7 sprays and
Gattino (9 kg) should have received at least 18 sprays. The
product was however overdosed in the other aduit animals.
UPDATE ON 15 SEP 2019: FRONTLINE COMBO SPOT ON
CHAT (BN and exp. date: unknown) was first administered on 26
JUL 2019 and then readministered on 15 AUG and 15 SEP 2019
to the 6 animals but without any improvement. Fleas reappeared 2
weeks after each treatment. At the time of this report, after use of a
special comb for fleas, the owner did not find any flea feces but
alive fleas on her animals. Note: the animals from a familial
breeding had been assembled in one room since the
08-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 01-Aug-2019 08-Aug-2019 1 Week(s} D-D Suspected Lack of Efficacy: As reported by the animal's owner, a
19FR0O00979; Breed: Feline FIPRONIL cat in good condition received one pipette of FRONTLINE COMBO
-; France (unknown) 10%/S SPOT-ON CHAT (BN and exp. date: unknown) administered
Sex: U METHOPRENE topically by the owner in the neck on 01 AUG 2019 for flea
Sex qualifier: 12% SPOT ON treatment. 7 days after product administration, on 08 AUG 2019,
Unknown Other products the animal still had fleas. No further information was available at
Age: - used: no other the time of this report.
Weight: Unknown products
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
11-Aug-2018  UAE; Species: Feline 1 1 0 [Product used: 10-Aug-2019* | 10-Aug-2019* 0 Day(s) D-B Suspected Adverse Event: As reported by the animal's owner, a
19FR0O00988; Breed: Feline FIPRONIL SPOT cat (unknown signalment and health condition prior to product
-, France (unknown} ON CAT administration) received one pipette of FRONTLINE SPOT-ON
Sex: U Other products CHAT (BN and exp. date: unknown) administered topically in the
Sex qualifier: used: no other neck by the owner on an unknown date (10 AUG 2019 was chosen
Unknown products by default). After product administration {unknown time to onset),
Age: - Route: Topical / the animal experienced severe convuisions and was hospitalised
Weight: Unknown Cutaneous in emergengy in a clinic (unknown attending vet). No further
'Was the information was available at the time of this report. Note: it was the
product used first administration of FRONTLINE SPOT-ON CHAT to the animal.
ok?: Yes
12-Aug-2019 UAE; Species: Feline 2 1 0 |Product used: 21-J4ul-2019 11-Aug-2018* 3 Week(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner, two
19FR001002; Breed: Feline FIPRONIL neutered male cats, 5 kg (a 5-year-old Birman and a 7-year-old
-, France various breeds 10%/S Persian), in a good condition, received one pipette of FRONTLINE
Sex: M METHOPRENE COMBO SPOT-ON CHAT (BN: T40116DW, Exp. date: DEC 2021)
Sex qualifier: 12% SPOT ON administered topically by the owner at the base of the neck on 21
Neutered Other products JUL 2019 for prevention. 3 weeks after product administration,
Age: 5.00 Year(s) used: no other fleas appeared on the Birman cat. A new pipette of FRONTLINE
COMBO SPOT ON CHAT was administered to the Birman cat on

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: 5 kg products 11 AUG 2019. No further information was available at the time of
Route: Topical / this report. Note: before administration of FRONTLINE COMBO
Cutaneous SPOT ON CHAT, the animals were wearing a collar.
Was the
product used
ok?: Yes
16-Aug-2019 [UAE; Species: Feline 1 1 0 (Product used: 06-Aug-2019 07-Aug-2019 1 Day(s) D-D FR-ANMV-19 CPVL 01104: DO evening: European cat
19FRO01007; Breed: European FIPRONIL administered orally with FRONTLINE COMBO SPOT-ON CHAT
-; France Sex: X 10%/S (stray cat rescued by animal shelter). D1 morning: it displayed
Sex qualifier: METHOPRENE nausea, aggressive behaviour (almost impossible to handle). After
Mixed 12% SPOT ON examination: no salivation, no oral lesion, no vomiting. Animal
Age: 11.00 Other products discharged that day. Duration of reaction: < or = 12 hours. Duration
Month(s}) used: no other of reaction (precision): < 12 hours. Reason for treatment:
Weight: 4-5 kg products preventive. Treatment of SAR: none. Outcome of SAR: Favorable.
Route: PO-Oral FRONTLINE COMBO SPOT-ON CHAT () : 1 pipette; duration:
Was the Once; onset time: < 12 hours.
product used
ok?: No (Route
not indicated /
recommended}
19-Aug-2019 JAE; Species: Canine 1 1 0  [Product used: 07-Aug-2019 07-Aug-2019 0 Day(s) D-C FR-ANMV-19 ANMV 01663: A 1.5 year old Jack Russel Terrier dog
19FR0O01010; Breed: Terrier FIPRONIL received for the 1st time FRONTLINE SPRAY POMPE 0.5 ML (6
-; France (Jack Russell) SPRAY sprayings) on 07-Aug-2019, 05:30 pm. Around 09:00 pm, the dog
Sex: M Other products presented with weakness, vomiting, drunken gait and breathing
Sex qualifier: - used: no other difficulty. Around midnight, the dog showed facial pruritus and
Age: 1.50 Year(s) products swollen lips. At blood analyses: increase of liver parameters and
Weight: 8.2 kg Route: Topical / lymphocytosis. The dog receievd SOLUMEDROL 40 and
Cutaneous HISTACALMINE at midnight. The following day morning (09:45),
Was the the dog was cured.
product used
ok?: No (Low
dose)
19-Aug-2019  UAE; Species: Feline 1 1 0 |Product used: 12-Aug-2019 | 18-Aug-2019* 1 Week(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner, a
19FR001012; Breed: European FIPRONIL 9-year-old Female European cat, between 3 and 4 kg, in good
-; France Sex: F 10%/S condition, received one pipette of FRONTLINE COMBO SPOT-ON
Sex qualifier: METHOPRENE CHAT (BN: T40116DW, Exp. date: DEC 2021) administered
Unknown 12% SPOT ON topically by the owner between the shoulders on 12 AUG 2019 for
Age: 9.00 Year(s) Other products flea treatment. After product administration (unknown time to
Weight: 3 - 4 kg used: no other onset, mentioned by default as 7 days, as the reported on 19 AUG
products 2019), the animal was still scratching and fleas were still present
Route: Topical / on the animal. No further information was available at the time of
Cutaneous this report. Note: the animal lives with a dog at least partially
'Was the outside. The owner was used to administer FRONTLINE
product used (unspecified) to her animals without any problem. This case is
ok ?: Unknown linked with the case 19FR1013: non serious SLOE in a dog from
to Company the same household after administration of FRONTLINE TRI-ACT
POUR CHIENS.
20-Aug-2019 (UAE; Species: Feline 2 2 0 [Product used: 22-Jul-2019 29-Jul-2019 1 Week(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner, two
19FR001015; Breed: Feline FIPRONIL 1-year-old cats (a male weighing 3 kg) and a female weighing 2.5
-; France (unknown) 10%/S kg}, in good condition, received one pipette of FRONTLINE
Sex: X METHOPRENE COMBO SPOT-ON CHAT (BN: T40116DW, Exp. date: DEC 2021)
Sex qualifier: 12% SPOT ON administered topically by the owner between the shoulders for flea
Unknown Other products treatment on 22 JUL 2019. 1 week after product administration, on
iAge: 1.00 Year(s) used: no other 29 JUL 2019, fleas were visible again on the animals. No further
Weight: 2.5 - S kg products information was available at the time of this report. Note: the owner

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Route: Topical / had treated the animals’ environnement against fleas (unknown
Cutaneous product).
Was the
product used
ok?: Unknown
to Company
23-Aug-2019 JUAE; Species: Feline 1 1 0 |Product used: 20-Aug-2019 | 23-Aug-2019* 3 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner,
19FR001025; Breed: European FIPRONIL SPOT Happy a 1-year-old neutered male European cat, 4 kg, in good
- France Sex: M ON CAT condition, received one pipette of FRONTLINE SPOT-ON CHAT
Sex qualifier: Other products (BN: S21812AX, Exp. date: NOV 2021) administered topically by
Neutered used: no other the owner at the base of the neck on 20 AUG 2019 for flea
IAge: 1.00 Year(s) products treatment (fleas were seen on the animal prior administration). On
Weight: 4 kg Route: Topical / 23 AUG 2019 (time of reporting}, no improvement was observed
Cutaneous after product administration (suspicion of lack of efficacy by the
Was the owner}. No further information was available at the time of this
product used report.
ok?: Unknown
to Company
24-Aug-2019 JUAE; Species: Canine 2 2 0 |Product used: 01-Mar-2019* § 01-Mar-2019* N/A D-D Suspected Lack of Efficacy: As reported by the animal's owner, two
19FR001027; {Breed: Khorthal FIPRONIL male Khorthals dogs (the first aged 5 years and weighing 33 kg
-, France Sex: M SPRAY and the second aged 8 months and weighing 28 kg), in good
Sex qualifier: Other products condition, received each one pipette of FRONTLINE SPOT-ON
Unknown used: FIPRONIL CHIEN (product unsubstantiated) (BN and exp. date: unknown)
Age: 8.00 SPOT ON DOG; administered once monthly by the owner from early spring until
Month(s} around 13 AUG 2019 for flea treatment. Furthermore, the two
Weight: 28 - 33 kg Route: Topical / animals were administered with FRONTLINE SPRAY (BN:
Cutaneous S00906A; exp. date: MAR 2021) each time they went for a walk.
Was the After product administration (unknown time to onset), fleas were
product used still visible on the animals. No further information was available at
ok?: No the time of this report. Note: The two animals live outdoors. The
(Treatment / owner treated the animals' living environment with a fogger
vaccination (unspecifed} and did not observe any fleas anymore at home.
program not
respected)
28-Aug-2019 [UAE; Species: Feline 3 3 0 [Product used: 23-Aug-2019 | 28-Aug-2019* 5 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner,
19FRO01035; Breed: Persian FIPRONIL SPOT three intact Persian cats, one male and 2 females, aged from 1 to
-; France (No Further ON CAT 4 years, 2 to 4 kg, in good condition, received each one pipette of
Description} Other products FRONTLINE SPOT-ON CHAT (BN: S21717AL, Exp. date: OCT
Sex: X used: no other 2021) administered topically by the owner at the base of the neck
Sex qualifier: products and of the tail on 23 AUG 2019 because of fleas present on the
Unknown Route: Topical / animals. After product administration, fleas were still visible on the
iAge: 1.00 Year(s) Cutaneous animals. On 28 AUG 2019, i.e. 5 days after application, the owner
Weight: 2 - 4 kg 'Was the reported a lack of efficacy. No further information was available at
product used the time of this report. Note: considered as off-label use
ok ?: No (Others) (recommended application site is only between shoulders).
06-Sep-2019 JUAE; Species: Feline 1 1 0 |Product used: 11-Aug-2019 14-Aug-2019 3 Day(s) D-C FR-ANMV-19 CPVL 01143: DO: An European cat was
19FR001088; {Breed: European FIPRONIL SPOT administered with FRONTLINE SPOT ON CHAT. D3 evening: it
-; France Sex: F ON CAT displayed myoclonus, hyperaesthesia. Emergency vet examination:
Sex qualifier: Not Other products hospitalization, fluid therapy. D4: discharge in a good health
applicable used: no other conditions. Duration of reaction: < or = 24 hours. Duration of
Age: - products reaction (precision): 15/08/19. Reason for treatment: preventive.
Weight: Unknown Route: Topical / Treatment of SAR: Hospitalization, Fluid therapy. Outcome of
Cutaneous SAR: Favorable. FRONTLINE SPOT ON CHAT () : 1 pipette;
Was the duration: Once; onset time: < 3 days.
product used

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
ok?: Unknown
to Company
03-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 28-Aug-2019 28-Aug-2019 0 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner,
19FR001097; Breed: Siberian FIPRONIL Fidji, a 9-year-old spayed female Siberian cat, 4.3 kg, in good
- France Cat 10%/S condition, received one pipette of FRONTLINE COMBO SPOT-ON
Sex: F METHOPRENE CHAT (BN: 841413BW, Exp. date: OCT 2021) administered
Sex qualifier: 12% SPOT ON topically by the owner between the shoulders on 28 AUG 2018 for
Neutered Other products flea treatment. The same day, a lack of efficacy was reported. No
iAge: 9.00 Year(s) used: FLEA further information was available at the time of this report. Note: a
Weight: 4.3 kg COLLAR flea collar (unknown) was put on the animal on 28 AUG 2019
(UNKNOWN); concomitantly with FRONTLINE COMBO. The owner was used to
treat the animal's environment with a fogger and a spray from
Route: Topical / another brand (Biocanina) every 10 days.
Cutaneous
Was the
product used
ok?: Unknown
to Company
10-8ep-2019 UAE; Species: Canine 1 1 0 |Product used: 01-Jul-2019* 07-Jul-2019* 6 Day(s) D-D Suspected Adverse Event: As reported by the owner, Menino du
19FR001105; Breed: Belgian FIPRONIL Ribaudeau, a Belgian Tervueren dog, born on 01 JAN 2019,
-, France Tervueren 10%/S received FRONTLINE COMBO SPOT ON (product
Sex: U METHOPRENE unsubstantiated) (BN and exp. date: unknown) administered on an
Sex qualifier: 9% SPOT ON unknown date (01 JUL 2019 was chosen by default). After product
Unknown Other products administration (unknown time to onset), the animal experienced
Age: 7.00 used: no other large application site depigmentation and hair loss. On approx. 13
Month(s) products JUL 2019, the animal was brought to the vet: the dog experienced
Weight: Unknown Route: Topical / hair loss on the line of the back. Hairs were sampled and sentto a
Cutaneous lab. Mycological analysis (direct examination, mycology and
Was the dermatophytes) was negative. At the time of this report, hairs were
product used regrowing slowly. Note 1: the product was not sold by the vet to the
ok ?: Unknown owner, thus it is unknown which product was used and if it was
to Company administered correctly. Note 2: After the first visit (for
dermatological examination and samplings), the vet had never
heard from the animal.
16-Sep-2019 [UAE; Species: Feline 1 1 0 [Product used: 15-Aug-2019 16-Aug-2019 1 Day(s) D-C FR-ANMV-19 CPVL 01152: DO: cat applied with FRONTLINE
19FRO01114; Breed: Feline FIPRONIL SPRAY POMPE 0,5 ML. D2: presented with anorexia (since D1),
-; France (unknown) SPRAY apathy. Empty stomach. Urinalysis yielded increased urine
Sex: M Other products concentration, glucosuria, proteinuria (dipstick). Final outcome not
Sex qualifier: - used: no other known. Duration of reaction: < or = 24 hours. Duration of reaction
Age: 2.50 Year(s) products (precision): ongoing (24 hours). Reason for treatment: harvest
Weight: 4.85 kg Route: Topical / mite. Treatment of SAR: fluid therapy, supportive care (NOS).
Cutaneous Investigations: Renal parameters pending. Cat with outdoor
'Was the access. Qutcome of SAR: Unknown. FRONTLINE SPRAY POMPE
product used 0,5 ML () : 20 pump activations; duration: Once; onset time: <24
ok?: No hours.
(Indication not
indicated /
recommended}
17-Sep-2019 UAE; Species: Feline 1 1 0 |Product used: 15-8ep-2019* | 17-Sep-2019* 2 Day(s) D-C Suspected Lack of Efficacy: As reported by the animal's owner, a
19FR001142; Breed: Feline FIPRONIL male cat (unknown signalment and health condition prior to
-, France (unknown} 10%/8 product administration) received one pipette of FRONTLINE
Sex: M METHOPRENE SPOT-ON CHAT (BN: S40506AW, Exp. date: FEB 2021)
Sex qualifier: 12% SPOT ON administered topically in the neck by the owner around 15 SEP
Unknown Other products 2019 for flea treatment. About 2 days after product administration,
Age: - used: no other around 17 SEP 2019, the animal experienced a lack of efficacy .

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: Unknown products The animal was so bitten by fleas that it developed eczema, crusts,
Route: Topical / and wounds everywhere. It was brought to the vet (unknown vet)
Cutaneous who administered antibiotics, antiinflammatories, and a new flea
Was the product (unspecified). No further information was available at the
product used time of this report. Note: the dermatological signs were not coded
ok 2: Unknown into Veddra as they were considered to be the results of flea
to Company infestation.
23-8ep-2019 JUAE; Species: Canine 1 1 0 |Product used: 21-Aug-2019 21-Aug-2019 0 Day(s) D-D FR-ANMV-19 CPVL 01202: During daytime (in absence of owner),
19FR001143; Breed: German FIPRONIL German Shepherd Dog had ingested accidentally 2 pipettes of
-; France Shepherd Dog 10%/S FRONTLINE COMBQ 8POT-ON CHAT. When owner returned
Sex: M METHOPRENE home in the evening, the dog had displayed diarrhoea. Gooed
Sex qualifier: - 12% SPOT ON general condition. Final outcome not known. Duration of reaction:
iAge: 1.00 Year(s) Other products < or = 12 hours. Duration of reaction {precision): ongoing (< 8
Weight: 45 kg used: no other hours). Reason for treatment: (accidental). Outcome of SAR:
products Unknown. Authority comment: FRONTLINE COMBO SPOT-ON
Route: PO-Oral CHAT () : 2 pipettes; duration: Once; onset time: < 8 hours.
Was the
product used
ok?: No
(Species not
indicated /
recommended}
23-Sep-2019 UAE; Species: Feline 1 1 0 |Product used: 12-Sep-2019 12-Sep-2019 0 Day(s) D-B FR-ANMV-19 CPVL 01335: DO: European cat applied with
19FR001144; {Breed: European FIPRONIL SPOT FRONTLINE SPOT ON CHAT. Later that day : onset of epileptic
-; France Sex: F ON CAT seizures. D1 morning at vet examination: cat tremoring.
Sex qualifier: Not Other products After washing and only one diazepam injection, animal in pretty
applicable used: no other better condition. Note : also dog in same house, treated in the
Age: 3.50 Year(s) products same time with "pipettes for dogs" (permethrin ?), but no contact
Weight: Unknown Route: Topical / with cat. Duration of reaction: < or = 12 hours. Duration of reaction
Cutaneous (precision): ongoing (12 hours). Reason for treatment: fleas.
Was the Treatment of SAR: Washing and Diazepam once. Investigations:
product used Permethrin based pipette ? Outcome of SAR: Unknown. Authority
ok ?: Unknown comment: FRONTLINE SPOT ON CHAT () : 1 pipette; duration:
to Company once; onset time: < 12 hours.
24-Sep-2019 (UAE; Species: Feline 1 1 0 [Product used: 01-Sep-2019 02-Sep-2019 1 Day(s) D-C FR-ANMV-19 CPVL 01283: DO late evening: A catwas
19FR001154; Breed: Feline FIPRONIL administered with FRONTLINE COMBO SPOT-ON CHAT and
-, France (unknown) 10%/8 MILBEMAX COMPRIMES PELLICULES POUR CHATS. Within a
Sex: U METHOPRENE few hours (D1, 1 a.m.), it displayed ataxia. Note: phone call before
Sex qualifier: 12% SPOT ON examination by the vet, poorly reliable case. Duration of reaction: <
Unknown Other products or = 6 hours. Duration of reaction (precision): Ongoing ( A few
Age: - used: hours). Reason for treatment: Preventive. Outcome of SAR:
Weight: Unknown MILBEMAX Unknown. Authority comment: FRONTLINE COMBO SPOT-ON
COMPRIMES CHAT () : 1 pipette; duration: Once; onset time: A few hours.
PELLICULES MILBEMAX COMPRIMES PELLICULES POUR CHATS () : 7;
POUR CHATS; duration: Once; onset time: A few hours.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
23-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 26-Aug-2019* | 26-Aug-2019* 0 Day(s) D-D Suspected Lack of Efficacy: As reported by the animal's owner, a
19FR001156; Breed: Feline FIPRONIL male cat (unknown signalment and health condition prior to
-; France (unknown) 10%/S product administration), received one pipette of FRONTLINE

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex: M METHOPRENE COMBO SPOT-ON CHAT (BN and exp. date: unknown)
Sex qualifier: 12% SPOT ON administered topically by the cwner arcund 26 AUG 2019 for flea
Unknown Other products treatment. After product administration (unknown time to onset),
Age: - used: no other fleas were still visible on the animal. No further information was
Weight: Unknown products available at the time of this report.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
27-Sep-2019 (UAE; Species: Feline 1 1 0 [Product used: 10-8ep-2019 13-8ep-2018 3 Day(s} D-C Suspected Adverse Event: As reported by the animal's owner, a
19FR001178; {Breed: European FIPRONIL 8-year-old male European cat, 7 kg, in good condition, received
-, France Sex: M 10%/S one pipette of FRONTLINE COMBO SPOT-ON CHAT (BN:
Sex qualifier: METHOPRENE TKO116D, Exp. date: DEC 2021) administered topically in the neck
Unknown 12% SPOT ON by the owner on 10 SEP 2019. 3 days after product administration,
Age: 8.00 Year(s) Other products on 13 SEP 2019, the animal experienced apathy and decreased
Weight: 7 kg used: no other appetite (usually the animal is alert). At the time of this report, on
products 27 SEP 2019, the animal's health condition had not improved.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
24-8ep-2019 JUAE; Species: Feline 1 1 0 |Product used: Apr-2019* Aug-2019* 0 Day(s) D-D Suspected lack of efficacy: as reported by the animal owner, a cat
1S9HUO00022; Breed: Feline FIPRONIL unknown age, gender, breed and weight, received FRONTLINE
-; Hungary (unknown) 10%/S COMBO SPOT-ON MACSKA A.UV. 0.5 ml in APR, JUN and AUG
Sex: U METHOPRENE 2019 as prevention of tick infection. In the last time, a lot of ticks
Sex qualifier: 12% SPOT ON were found on the cat; more of them on the neck at the application
Unknown Other products site.
Age: - used: no other
Weight: Unknown products
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
01-Jul-2018  JUAE; 191T000089; ISpecies: Feline 1 1 0 |Product used: 21-Jun-2019 22-dun-2019 N/A D-B As reported by the Owner, a cat, male, European, 6 years old, 7,7
- ltaly {Breed: European FIPRONIL kg weight, neutered, received 1 dose of Frontline Combo Spot On
Sex: M 10%/S Cats administered by the Owner on 21 June 2019.
Sex qualifier: METHOPRENE 1 day after product administration the animal experienced
Neutered 12% SPOT ON asthenia, anorexia, and it couldn't get up.
Age: 6.00 Year(s) Other products The owner brought his cat to the Vet and the animal made exams .
Weight: 7.7 kg used: no other Analysis/tests as ultrasound, radiography and blood exams were
products performed and showed lack of potassium.
Route: Topical / An integrative and anti-inflammatory therapy was performed for 6
Cutaneous days but the results were complete body paralysis and lack of
Was the appetite.
product used The owner reported that he always administrated Frontline Spot
ok ?: Unknown On Cats on his cat. This was the first time that he administrated
to Company Frontline COMBO Spot On Cats.
The day before product application the cat was out of the home
and it can't be excluded poisoning

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
H
08-Jul-2018  JUAE; 191T000096; [Species: Canine - 0 |Product used: 19-Jun-2019 19-Jun-2019* N/A D-D As reported by the Owner, a dog, male, Beagle, 9 months old
- ltaly Breed: Beagle FIPRONIL received 1 dose of Frontline Combo Spot On Dogs M, batch
Sex: M 10%/S number R61917CL, expiry date August 2020 administered by the
Sex qualifier: METHOPRENE owner every months from Feb 2019 until 18 June 2019, that was
Unknown 9% SPOT ON administered late, as reported by the owner.
Age: 9.00 Other products After product administration the animal experienced still fleas on its
Month(s} used: no other hair and for this reason it used to scrath itself a lot.
Weight: Unknown products The animal also received during this months collar Scalibor.
Route: unknown On 10 June 2019 the owner brought his dog in countryside house.
Was the
product used
ok?: Unknown
to Company
22-Jul-2019  JUAE; 191T000100; {Species: Canine - - 0 |Product used: Mar-2019* 01-Mar-2019* N/A D-D As reported by the Owner, a dog, female, Shih Tzu, 3 years oid,
- ltaly {Breed: Shih Tzu FIPRONIL 5,5 kg weight, received 1 dose of Frontline Combo Spot On 8,
Sex: F 10%/8 batch number R60524 AL administered by the Owner since the end
Sex qualifier: METHOPRENE of March every 3 weeks following Vet advice.
Unknown 9% SPOT ON After product administration the animal experienced still fleas on its
Age: 3.00 Year(s) Other products hair. As reported by the owner the dog is bathed every month.
Weight: 5.5 kg used: no other In the same house there are 2 cats that are both treated regularly
products (batch number of their product: T40212CW).
Route: unknown
Was the
product used
ok?: Unknown
to Company
23-Jul-2019  JUAE; 191T000101; {Species: Canine - - 0 |Product used: 20-Jul-2019 20-Jul-2019 N/A D-D As reported by the Owner, a dog, Yorkshire, male, 11 years old, 10
- ltaly Breed: Yorkshire FIPRONIL kg weight received 1 dose of Frontline Combo Spot-On Dogs 2-10
Terrier 10%/S kg, batch number S61405A, exp. date 05/2021, cutaneously,
Sex: M METHOPRENE between the shoulders, administered by the owner on 20 July
Sex qualifier: 9% SPOT ON 2019.
Unknown Other products The owner use to administer Frontline Combo Spot-On Dogs 2-10
Age: 11.00 Year(s) used: no other kg every months.
Weight: 10 kg products After product administration the animal experienced already fleas
Route: Topical / and ticks on its skin.
Cutaneous As reported by the owner the animal use to stay also outside
Was the closed to green areas.
product used The owner suspect lack of efficacy.
ok?: Unknown
to Company
02-Aug-2019 UAE; 191T000103; {Species: Feline 1 1 0 |Product used: Aug-2018* Aug-2018* N/A D-D As reported by the owner, a cat, European, female, neutered, 3
- ltaly Breed: European FIPRONIL years old received 1 dose of Frontline Combo Spot On Cats,
Sex: F 10%/S topically, administered by the owner on August 2018.
Sex qualifier: METHOPRENE After product administration (unknown how many time occurred
Neutered 12% SPOT ON between product administration and reaction) the animal
Age: 3.00 Year(s) Other products experienced alopecia (3 cm diameter).
Weight: - used: no other Slowly the hair is growing again. The cat is really sensitive and
products delicate.
Route: Topical /
Cutaneous In the past the cat received same product (frontine Combo Spot on
Was the cats) without any reaction
product used
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
11-Sep-2019 JAE; 191T000111; {Species: Canine 1 1 0 (Product used: 01-Jul-2018 01-Jul-2019 N/A D-D As reported by the owner, a dog, Setter, adult, received Frontiine
-; ltaly Breed: Setter FIPRONIL Spray administered by the owneron 1 July 2019.
(English) SPRAY 1 day after product administration the animal experienced already
Sex: U Other products fleas on its skin. The owner suspected lack of efficacy .
Sex qualifier: used: no other
Unknown products
Age: Adult Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
17-Sep-2019 UAE; 191T000112; [Species: Feline 1 1 0 |Product used: 24-May-2018 24-Aug-2019 N/A D-D As reported by the owner, two cats, male (7 years old, 7.5 kg
- ltaly Breed: Domestic FIPRONIL weight) and female (11 years old, 5 kg weight), mixed breed
Longhair 10%/S longhair, received 1 dose of Frontline Combo spot on Cats,
(Crossbreed) METHOPRENE cutaneously administered by the owner on 24 August 2019.
Sex: F 12% SPOT ON After product administration animals experienced aiready ticks on
Sex qualifier: Other products their skin.
Unknown used: no other In particular for both cats, the owner found 1 tick on their skin on
Age: 11.00 Year(s) products 16 September 2019 and 1 tick one week before (not specified the
Weight: 5 kg Route: Topical / correct day, around 9 September 2019).
Cutaneous The owner suspected lack of efficacy.
Was the
product used
ok?: Unknown
to Company
23-8ep-2019 JUAE; 191T000113; |Species: Feline 1 1 0 |Product used: 10-Sep-2019 11-Sep-2019 N/A D-D As reported by the owner, a cat, male, European, 7 years old, 8 kg
- ltaly {Breed: European FIPRONIL weight, neutered, received 1 dose of Frontline Combo spot on
Sex: M 10%/S Cats, topically, intrascapular, administered by the owner on 10
Sex qualifier: METHOPRENE September 2018.
Neutered 12% SPOT ON 1 day after product administration the animal experienced alopecia
Age: 7.00 Year(s) Other products (2-3 cm} on the application site.
Weight: 8 kg used: no other As reported by the owner the cat is recovering.
products
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
31-Jul-2019  JUAE; 19JP000138; {Species: Canine 1 1 0 [Product used: Jul-2017* QOct-2017* N/A D-D As reported by the veterinary nurse, FRONTLINE PLUS DOG S
Tokyo; Japan Breed: Poodle FIPRONIL (Lot number: unknown, Expiry date: unknown, Topical, 1 pipette)
(Toy) 10%/8 was administered once 2 years ago and once around last summer
Sex: M METHOPRENE to a 4-year-old, male, neutered, toy poodle (body weight 2.5 kg) by
Sex qualifier: 9% SPOT ON the owner. Around October to November 2017, the dog developed
Neutered Other products thinning of the hair throughout the body. The dog is groomed
Age: 4.00 Year(s) used: no other regularly and it was considered that the event was caused by the
Weight: 2.5 kg products use of an electric hair clipper. However, the owner subsequently
Route: Topical / read the package insert of the product, which indicates that a hair
Cutaneous loss may develop after using the drug. The owner told the
Was the veterinarian that the thinning of the hair might have been caused
product used by the administration of the product. Although there was no hair
ok ?: Unknown loss at the application site, discoloration of the hair (from light
to Company brown to white) was observed. The hair on the chest has become
white as well. The product has not been administered this year.
The shampoo was changed to the one with rich moisture at the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight
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time when the symptom of thinning of the hair throughout the body
was observed, but it was ineffective. Therefore, the shampoo was
changed back to the original. There was no abnormality in blood
test, urinary test and fecal test. The product was given by a friend
of the animal owner and the attending vet didn't prescribed the
product to the dog.
05-Aug-2019 JUAE; 19JP000145; {Species: Feline 1 1 0 |Product used: 05-Aug-2019 05-Aug-2019 0 Day(s) DB As reported by the attending veterinarian,the cat (1-month-old, 300
Ehime; Japan Breed: Feline FIPRONIL g, gender unknown, intact, mixed breed cat) was brought to the
various breeds SPRAY hospital at around 10:00 am on 05 Aug 2018, and as flea
Sex: U Other products infestation was observed, FRONTLINE SPRAY (Lot number:
Sex qualifier: used: no other unknown, Expiry date: unknown, Topical, 1 mL/head) was
Unknown products administered by the attending veterinarian. Since the cat became
Age: 1.00 Route: Topical / recumbent and limp, it was brought back to the hospital at around
Month(s) Cutaneous 4:00 pm. The cat was hospitalized and an intravenous drip and
Weight: 300 gms Was the heat retaining were given. The cat recovered on 09 Aug 2016.
product used (The cat was rescued on 04 Aug 2018.}
ok?: Yes
07-Aug-2019 JUAE; 19JP000152; {Species: Canine 1 1 0 |Product used: N/A 2019* N/A D-D As reported by the attending veterinarian, the animal owner told
-; Japan Breed: Shetland FIPRONIL the veterinarian that Frontline (Product: Unknown, Lot number and
Sheep Dog 10%/S Expiry date: Unknown, Topical, Dose: Unknown) was administered
(Sheltie) METHOPRENE to a 1 year old, 9.8 kg, male, intact sheltie and the dog vomited
Sex: M 9% SPOT ON and developed diarrhea 30 minutes later. The date of
Sex qualifier: - Other products administration is unknown.
Age: 1.00 Year(s) used: no other
Weight: 9.8 kg products
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
20-Aug-2019 JUAE; 19JP000162; (Species: Feline 1 1 1 |Product used: 10-Aug-2019 10-Aug-2019 0 Day(s) D-A As reported by the attending veterinarian, on 10 Aug 2019,
-, Japan Breed: Feline FIPRONIL Frontline Plus Cat (Lot number and Expiry date: Unknown, Topical,
various breeds 10%/8 1 pipette) was prescribed and administered to a 13 year old, 5 kg,
Sex: M METHOPRENE male, neutered mix cat at another animal hospital. The cat may
Sex qualifier: 12% SPOT ON have licked the application site. The cat subsequently developed
Neutered Other products loss of vigor, anorexia and tachypnea, and was crouching. The cat
IAge: 13.00 Year(s) used: no other was brought to the hospital due to vomiting for 3 consecutive days.
Weight: 5 kg products Although vomiting had stopped on the fourth day, the cat still had
Route: Topical / loss of vigor, anorexia and tachypnea. On 15 Aug 2019, a blood
Cutaneous test and an X-ray examination were performed and treatment with
'Was the drip infusion was given to the cat at another hospital. (It is unknown
product used whether this was the hospital that had prescribed the product.}
ok ?: Unknown Although the white blood cell count was 19000 and the K level was
to Company a little low, there were no abnormalities. The X-ray also detected
no abnormalities. On the next day, 16 Aug 2019, the cat was
brought to the hospital. Body temperature was 36.2 degrees
Celsius in the morning. The cat was breathing abdominally with his
mouth open. Clouding of consciousness was observed and the
condition detericrated. At 5 PM, body temperature dropped to 33.6
degrees Celsius. At 8 PM, the cat vomited and died. Since the
owner wrote in the medical questionnaire at the first visit that the
cat was fed renal food, the cat may have had some kidney
problems. The owner said that Frontiine plus cat was administered
as protection of Heartworm disease. Therefore, the product name
is unsubstantiated.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
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12-Sep-2019 JAE; 19JP000196; [Species: Canine 1 1 |Product used: 08-Jul-2019 10-4ul-2019 2 Day(s) D-A As reported by the owner, on 08 Jul 2019, Frontline Plus (Lot
(Osaka; Japan Breed: Bichon FIPRONIL number: unknown, Expiry date: unknown, Topical, dosage
Frise 10%/S unknown} was administered to an 11 years and 8 months old,
Sex: F METHOPRENE female, Bichon frise (BW: unknown, Reproductive status:
Sex qualifier: 9% SPOT ON unknown). The dog developed anorexia and loss of vigor two days
Unknown Other products later and was immediately brought to the hospital. According to the
lAge: 11.70 Year(s) used: no other results of a blood test, an elevated level of hepatic function was
Weight: Unknown products observed. The dog had experienced elevated hepatic level several
Route: Topical / times before. Usually, the dog followed the course by displaying
Cutaneous symptoms of vomiting at first, and then a treatment with
'Was the intravenous drip and administration of drugs at the hospital was
product used given for about 1 week and the symptoms resolved. However, the
ok ?: Unknown symptoms did not resolve this time and the dog died on 27 Aug
to Company 2019. The dog had a portosystemic shunt surgery at the age of 1 in
the past. Although the dog developed transient convulsion after the
surgery and was in a critical state, resolved recovery was achieved
after a home care. Since the dog had good appetite and vigor prior
to administration of Frontline Plus, the owner considers that the
administration of Frontline Plus was a strain on the dog's liver and
caused the death. UPDATE 16 Oct 2019: Following internal
review, previously reported death was added to the VeDDRA
coding.
17-Sep-2019 JAE; 19JP000198; {Species: Feline 1 1 1 |Product used: 01-Jun-2019* 14-Sep-2019 0 Day(s) D-A As reported by the attending veterinarian, in the morning on 14
Tokyo; Japan Breed: Domestic FIPRONIL Sep 2019, the animal hospital received a phone call from the
Shorthair 10%/S animal owner. Frontline Plus Cat (Lot number and Expiry date:
(Crossbreed) METHOPRENE Unknown, Topical, 1 pipette) was administered to a 6 years old, 5
Sex: F 12% SPOT ON kg, female, spayed, Japanese cat by the owner. After about 1 hour,
Sex qualifier: Other products the cat collapsed and fell off the couch. After about 30 minutes, the
Neutered used: no other cat was put in a carrier and was brought to the hospital. The
IAge: 6.00 Year(s) products director of the hospital examined the cat, and he thought that the
Weight: 5 kg Route: Topical / carrier looked a little narrow and the airway was compressed. He
Cutaneous saw the cat still breathing, but when he saw the animal again after
Was the a quick glance at a medical record, the animal was dead. The
product used owner felt that the cat was not breathing on the way to the hospital
ok ?: Yes from home. In spite of immediate cardiopulmonary resuscitation,
intubation, intravenous administration of diluted Bosmin injection,
etc. for an emergency, the cat died.
22-4ul-2018  UAE; Species: Canine 1 1 0 [Product used: 18-Jul-2019* 20-Jul-2019 2 Day(s) D-D Suspected Lack of Efficacy claim: On 22 Jul 2019, the distributor
19MY000004; Breed: Medium FIPRONIL reported the following for Boboy, a 2 year, 6 months old, 14.9 kg,
-; Malaysia crossbred (10 - 20 10%/S intact female local cross dog.
Kg) METHOPRENE 18 Jul 2019: At 11:30 a.m., the veterinarian applied Frontline
Sex: F 9% SPOT ON Combo Spot On M (10-20kg) (Batch S60309AL, expiry date:
Sex qualifier: Other products 01/2021), 1 tube topically to the skin between the scapulae, for
Unknown used: no other deticking. It is unknown if this was the first dose. The dog was
Age: 2.50 Year(s) products reported to be in good health at the time of the application, was not
Weight: 14.9 kg Route: Topical / receiving any other products and had no recent procedures
Cutaneous performed.
'Was the 19 Jul 2019: 4:30 p.m., approximately 20-30% of ticks dropped off
product used but were still alive, and the remaining 70-80% of the ticks were still
ok?: Yes on the body alive.
20 Jul 2019: 11:30 a.m., there were still 50% of the ticks remaining
on the body. Some ticks were attached.
22 Jul 2019: The owner reported a suspected lack of efficacy . ltis
unknown if the event was treated.
16-Jul-2019  UAE; Species: Canine 1 1 1 [Product used: N/A 2019* N/A D-A As reported by pet owner via social media, 1 male dog, 6 years

N/A signifies the information for this field is either not available or not applicable
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19NL000127; |Breea: - FIPRONIL SPOT old, of unknown weight and unknown reproductive status received
- Netherlands Sex: M ON DOG FRONTLINE of unknown lot and use by date, unsubstantiated
Sex qualifier: Other products which exact product or strength, by the dog’s owner at unknown
Unknown used: no other date. Dose and application frequency unknown. Owner reports that
Age: 6.00 Year(s) products unknown time after application dog died. Unknown if veterinarian
Weight: Unknown Route: - has been consulted. Owner reports that blood of the dog was sent
Was the to Utrecht and appears that the dog has died due to an
product used unsubstantiated substance from FRONTLINE. Owner is grieving
ok?: Unknown and unwilling to substantiate the information, provide additional
to Company information or laboratory/autopsy reperts. Owner received the
product from a pound where the dog used to be housed, they had
surplus pipets, which the owner was instructed to use every 5t0 6
weeks.
16-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 22-Mar-2015* | 24-May-2015* 2 Day(s) D-C As reported by pet owner via social media, - 4 years ago - 5 year
19NL000129; Breed: Terrier FIPRONIL SPOT old under 6 KG female Jack Russel Terrrier — Border Terrier mix
- Netherlands (Jack Russell) ON DOG dog of unknown reproductive status received FRONTLINE 8POT
Sex: F Other products ON DOG 8 unknown expiry date and lot number from the owner 3
Sex qualifier: used: no other times 4 weeks apart 4 years ago starting in spring, 22mar2015
Unknown products until 22may2015 approximately. Unknown time quickly after
Age: 9.00 Year(s) Route: Topical / product administration the animal experienced skin rash, hair loss
Weight: 6 kg* Cutaneous and a fever. The attending veterinarian practice is no longer in
Was the business. Thus no additional information can be obtained. The
product used owner reports remembering that the veterinarian had hair, skin and
ok?: Unknown bicod analyzed and allegedly concluded an allergic reaction. The
to Company animal was treated with 1 unknown injection and unknown tablets
taken daily for 1 week. The dog recovered from the fever 1 week
after treatment started. The dog recovered from the skin rash and
regained hair 4 weeks after initial symptoms were observed. Thus
the dog fully recovered after 4 weeks.
29-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 28-Apr-2019 01-Jul-2019 3 Day(s) D-D As reported by pet owner, female dog, Nova Scotia Duck Tolling
19NLO00131; Breed: Retriever FIPRONIL Retriever unknown age weighing between 15 and 17 kilos of
-; Netherlands (N. Scotia Duck 10%/S unknown reproductive status received FRONTLINE COMBO DOG
Tolling) METHOPRENE M from the dog's owner 3 times 4 weeks apart. Last product
Sex: F 9% SPOT ON application was approximately on 28-jun-2019. Prior to first
Sex qualifier: Other products treatment, unknown if fleas were present on the dog. Roughly 10
Unknown used: no other fleas were found on the dog after last treatment by the animal
Age: - products owner on 01-jul-2019. On 15-jul-2018 no more fleas were found on
\Weight: 15- 17 Route: Topical / the dog. Unknown if the dog is housed with or has contact with
kg* Cutaneous other animals.
Was the
product used
ok?: Unknown
to Company
15-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: Jul-2019* 15-Jul-2019* N/A D-C As reported by pet owner via social media, 5-year-old unknown
19NLO00135; {Breed: Pug FIPRONIL SPOT weight male Pug dog of unknown reproductive status received
-; Netherlands Sex: M ON DOG FRONTLINE SPOT ON DOG S expiry date 02-2021 and lot
Sex qualifier: Other products number S20324AX from the owner at unreported date. Unknown
Unknown used: no other time after product administration the animal experienced hot spots
Age: 5.00 Year(s) products and a fever. The animal was treated with unknown injections of
Weight: Unknown Route: Topical / antibiotics for an unreported time by the attending veterinarian.
Cutaneous Outcome of the reaction is not reported.
Was the
product used
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable
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30-Jul-2018  UAE; Species: Feline 1 1 0 (Product used: 26-Jul-2018 27-Jul-2019 1 Day(s) D-D As reported by pet owner, male neutered cat, 10 years old
19NLO00137; Breed: - FIPRONIL SPOT weighing over 5 kilos received FRONTLINE SPOT ON CAT, from
-; Netherlands Sex: M ON CAT the cat’s owner once on 26-jul-2019 in the neck between the
Sex qualifier: Other products shoulder blades. 1 day after product administration on 27-jul-2019
Neutered used: no other the animal experienced hair loss and redness at the application
Age: 10.00 Year(s) products site. The animal was taken to a veterinarian, but was not treated.
\Weight: 5 - 6 kg* Route: Topical / The reaction is ongoing at the time the event was reported on
Cutaneous 01-aug-2019. The animal has been treated with a variety of anti
Was the parasitic agents such as Stronghold, Advantix and FRONTLINE in
product used the past, without adverse events occurring.
ok?: Unknown
to Company
19-Jul-2019  UAE; Species: Feline 1 1 0 |Product used: 30-Mar-2019 12-Jul-2019 20 Day(s) D-D As reported by pet owner, 4 cats, 2 male Siamese weighing 4 kilos
19NL000139; {Breed: European FIPRONIL SPOT 3 and 13 years old, 1 female Persian 4 years old weighing 5 kilos
-; Netherlands Sex: F ON CAT and 1 European weighing 5 kilos and 14 years old of unknown
Sex qualifier: - Other products repreductive status received FRONTLINE SPOT ON CAT from the
IAge: 14.00 Year(s) used: no other cat's owner 4 times with roughly 4 weeks in between. Latest
Weight: 5 kg products product administration 22-jun-2019, the day before the owner went
Route: Topical / on holiday. There were no fleas on the cats prior to last treatment.
Cutaneous The cats stayed at home and do not go outside. The cats are not
Was the kept or have contact with other animals. On 12-jul-2018, once back
product used from holiday, the owner reports she found fleas on the cats. The
ok ?: Unknown owner treated the cats again with FRONTLINE SPOT ON CAT on
to Company 12-jul-2019. The owner still found fleas on the cats on 19-jul-2019,
but reports much less fleas than earlier.
19-J4ul-2019  WUAE; Species: Canine 1 1 0 |Product used: N/A 22-Jun-2019* 1 Day(s) D-D As reported by pet owner, dogs, 16 years old 2 kilo male
19NL000140; iBreed: - FIPRONIL Chihuahua, 11 years old 7 kilo unknown mix female Boomer and 7
-; Netherlands Sex: F 10%/8 months old 7 kilo female mixed dog of unknown reproductive
Sex qualifier: - METHOPRENE status received FRONTLINE COMBO DOG S from the dog’s
Age: 7.00 9% SPOT ON owner latest on 21-jun-2019 and 19-jul-2018, even tough normally
Month(s) Other products owner reports the dogs have been treated every 8 weeks for years.
Weight: 7 kg used: no other Unknown time after treatment on 21-jun-2019, fleas were suddenly
products observed on the dogs by the owner. Fleas are still found on the
Route: Topical / dogs after 19-jul-2019 treatment. It is unknown if the dogs are
Cutaneous housed with other animals. Unknown if the dogs go outside. Itis
Was the unknown if the dogs have contact with other animals. Dogs do not
product used swim and are not washed prior to or after treatment.
ok?: Unknown
to Company
24-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 02-Jul-2019 23-Jul-20189 0 Day(s) D-D As reported by pet owner, 2 Eurcpean cats, 1 neutered male
19NL000141; {Breed: European FIPRONIL SPOT weighing 4.4 kilos 2 years old, 1 female 13 years old weighing 3
-; Netherlands Sex: F ON CAT kilos of unknown reproductive status received FRONTLINE SPOT
Sex qualifier: Other products ON CAT from the cat’s owner 2 times with 3 weeks in between,
Unknown used: no other which is a too short period according to the label. First
Age: 13.00 Year(s) products administration was on 02-jul-2019, latest product administration
Weight: 3 kg Route: Topical / 23-jul-2019. There were fleas on the cats prior to first treatment,
Cutaneous which is why the owner started the treatment. 3 weeks after first
Was the treatment, the owner reports she still found fleas on the cats. The
product used owner treated the cats again with FRONTLINE S8POT ON CAT on
ok?: No 23-jul-2019. The cats are housed with 1 other unidentified animal
(Overdose) of unknown flea treatment status. The cats go outside. It is
unknown if the cats have contact with other animals.
04-Aug-2019 JUAE; Species: Feline 1 1 0  |Product used: 12-Aug-2018 01-J4ul-2019 N/A D-D As reported by pet owner, 2 British Shorthair cats, both male
19NL000142; Breed: British FIPRONIL weighing 6 kilos, 3 and 10 years old of unknown reproductive
- Netherlands Shorthair 10%/S status received FRONTLINE SPOT ON COMBO CAT from the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
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Sex: M METHOPRENE cat's owner year round every 8-10 weeks, as flea control. The cat's
Sex qualifier: 12% SPOT ON owner noticed some fleas on the cats on 01-jul-2019 and
Unknown Other products administered FRONTLINE SPOT ON COMBO CAT as flea
Age: 3.00 Year(s) used: no other treatment, unknown time after previous product administration. 4
Weight: 6 kg products weeks after last administration the owner still observed fleas on the
Route: Topical / cats and administered FRONTLINE SPOT ON COMBO CAT again
Cutaneotus on 29-jul-2019. 04-aug-2019 the owner reports she found much
Was the leass (3-6) fleas per cat. The cats are housed with fish. The cats
product used go outside. The cats have contact with other animals whilst
ok?: Unknown outside, where they are in contact with several other cats.
to Company
08-Aug-2019 JUAE; Species: Feline 2 2 0 |Product used: 25-4ul-2019 25-4ul-2019 0 Day(s) D-D As reported by pet owner, 4 cats, 2 weighing 4 and 2 weighing 5
19NL000143; {Breed: - FIPRONIL kilos of unknown age, race, sex and of unknown reproductive
-; Netherlands Sex: U 10%/8 status received FRONTLINE SPOT ON COMBO CAT, by the cat's
Sex qualifier: - METHOPRENE owner once on 25-jul-2019. Unknown if there were fleas on the
Age: - 12% SPOT ON cats prior to treatment. After product administration, the owner
Weight: 4 kg Other products reports she immediately found fleas on the cats. Cats were
used: no other subsequently treated with Advantage, unknown outcome. Cats go
products outside. It is unknown if the cats have contact with other animals. It
Route: Topical / is unknown if the cats are kept with other animals.
Cutaneous
Was the
product used
ok?: Unknown
to Company
08-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 22-Aug-2017 13-Jul-2019 0 Day(s) D-D As reported by pet owner, a 11 year old 5.5 kilo female Boomer
19NL000145; {Breed: - FIPRONIL SPOT dog received FRONTLINE SPOT ON DOG 8 batch number and
-; Netherlands Sex: F ON DOG expiry date unknown cutaneous between the shoulder blades by
Sex qualifier: Other products the dog owner for years with unknown frequency, latest
Unknown used: no other administration was on 13-jul-2018. Unknown if before the last
Age: 11.00 Year(s) products product application, there were fleas present on the dog. After
Weight: 5.5 kg Route: Topical / product administration, the animal owner still experienced fleas on
Cutaneous the dog. Dog was taken to a veterinarian and was subsequently
Was the treated with NEXGARD on 20-jul-2019. After NEXGARD treatment
product used the owner reports the flea problem has decreased. It is unknown if
ok?: Unknown the dog has contact with other animals. it is unknown if the dog is
to Company housed with other animals. It is unknown if the dog goes outside.
14-Aug-2019  JUAE; Species: Canine 1 1 0 |Product used: 17-Jul-2019 24-4ul-2019 1 Week(s) D-D As reported by pet owner, 3 dogs, 8 and 6 year old male
19NL000146; Breed: FIPRONIL Chihuahuas weighing 2 and 3 kilos and a female Pomeranian
-; Netherlands Pomeranian 10%/S approximately 1,5 years old weighing 2 kilos of unknown
Sex: F METHOPRENE reproductive status received FRONTLINE COMBO DOG S from
Sex qualifier: - 9% SPOT ON the dog's owner on 17-jul-2019. Prior to first treatment, fleas were
Age: 1.50 Year(s) Other products present on the dogs. The owner reports fleas are still found on the
Weight: 2 kg used: no other dogs 1 week after treatment on 24-jul-2018. Unknown if the dogs
products go outside, have contact with other animals or are housed with
Route: Topical / other animals.
Cutaneous
Was the
product used
ok?: Unknown
to Company
13-Aug-2019 (UAE; Species: Canine 1 1 0 [Product used: N/A 13-Jul-2019* N/A D-D As reported by pet owner, 1 male dog, unknown age and weight of
19NLO00149; Breed: - FIPRONIL SPOT unknown reproductive status received FRONTLINE
-; Netherlands Sex: M ON DOG unsubstantiated which product or strength, by the dog’s owner at
Sex qualifier: - Other products for over 12 years at unknown frequency, last product

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Page 120 of 867
v1.2

ED_005739D_00014390-00127



Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: - used: no other adminsitration date unknown. Animal owner reports fleas on the
Weight: Unknown products dog unknown time after last product application. Qutcome of the
Route: - reaction is not reported. It is unknown if the dog is housed with
Was the other animals. Unknown if the dog goes outside. It is unknown if
product used the dog has contact with other animals.
ok?: Unknown
to Company
16-Aug-2019 [JAE; Species: Canine 1 1 0 [Product used: N/A 09-Aug-2019* N/A D-D As reported by pet owner, a 3 year old 25 - 30 kilo female Labrador
19NL000150; Breed: Retriever FIPRONIL Retriever dog of unknown reproductive status received
-; Netherlands Labrador 10%/S FRONTLINE COMBO L batch number and expiry date unknown
Sex: F METHOPRENE from the dog owner every 4 weeks for a couple of years. Exact
Sex qualifier: - 9% SPOT ON latest product administration date unknown. After latest product
Age: 3.00 Year(s} Other products administration, the animal owner experienced up to 30 fleas on the
\Weight: 25 - 30 used: no other dog starting on 09-aug-2019 approximately, which the owner
kg* products reports is roughly 1 week after latest application. The owner
Route: Topical / reports that the dog swims almost every day. The owner vacuums
Cutaneous the house twice daily. It is unknown if the dog is housed with other
Was the animals. It is unknown if the dog has contact with other animals.
product used Dog was subsequently treated with Bravecto, which the owner
ok ?: Unknown reports to work immediately. However, final outcome of the
to Company reaction is not reported.
12-Aug-2019  JUAE; Species: Feline 1 1 0 |Product used: 08-Aug-2019 12-Aug-2019 4 Day(s) D-D As reported by pet owner, 1 European cat, 5 - 6 months old
19NLO00151; Breed: European FIPRONIL weighing 2 kilos of unknown sex and reproductive status received
-; Netherlands Sex: U 10%/S FRONTLINE SPOT ON COMBO CAT, by the cat’s owner once on
Sex qualifier: - METHOPRENE 08-aug-2019. Fleas were present on the cats prior to treatment.
Age: 6.00 12% SPOT ON After product administration, the owner reports he still found fleas
Month(s) Other products on the cat on 12-aug-2019. Cat does not go outside. It is unknown
Weight: 2 kg used: no other if the cat is housed with other animals. It is unknown if the cat has
products contact with other animals.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
19-Aug-2019 JAE; Species: Canine 1 1 0 [Product used: 01-May-2019* | 31-Jul-2019* 20 Day(s) D-D As reported by pet owner, male Shih Tzu dog, 5 years old,
19NLO00152; {Breed: Shih Tzu FIPRONIL SPOT weighing 5 kilos of unknown reproductive status received
-; Netherlands Sex: M ON DOG FRONTLINE SPOT ON DOG 8 batch number and expiry date
Sex qualifier: - Other products unknown, by the dog’'s owner at unknown date and unknown
Age: 5.00 Year(s) used: no other frequency for the last 3 months, 3 weeks between latest 2 product
Weight: 5 kg products administrations. Animal owner reports fleas on the dog after
Route: Topical / second to last product application unknown exact date and thus
Cutaneous administered the product again after 3 weeks instead of the
Was the minimum period of 4 weeks according to the SPC, thus possibly
product used overdosing the dog. The owner still reports fleas unknown time
ok?: No after last product administration. Dog has since received Credelio
(Overdose) from the veterinarian. Outcome of the reaction is not reported. It is
unknown if the dog is housed with other animals. Unknown if the
dog goes outside. It is unknown if the dog has contact with other
animals.
26-Aug-2019 (UAE; Species: Canine 1 1 0 [Product used: 05-Aug-2019* | 26-Aug-2019 3 Week(s) D-D As reported by pet owner, a 4 year old 9 kilo male Boomer Dog
19NLO00153; Breed: - FIPRONIL received FRONTLINE COMBO DOG 8 batch number and expiry
-; Netherlands Sex: M 10%/S date unknown cutaneous between the shoulder blades from the
Sex qualifier: - METHOPRENE dog owner once on 05-aug-2019. Before application, the dog was
Age: 4.00 Year(s) 9% SPOT ON itching often and the owner suspected fleas on the dog. 3 weeks

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence 3 * £
Weight: 9 kg Other products after product administration, 26-aug-2019, fleas were found on the
used: no other dog by the attending veterinarian and dog was itching still. Itis
products unknown if the dog goes outside or has contact with other animals.
Route: Topical / It is unknown if the dog is housed with other animals. Dog was
Cutaneous treated with Vectra 3D against fleas and Prednison against itching,
Was the as prescribed by the veterinarian. Outcome of the reaction is
product used unknown.
ok?: Unknown
to Company
03-Sep-2019 (UAE; Species: Feline 1 1 0 [Product used: 02-8ep-2019 03-Sep-2019 1 Day(s) D-D As reported by animal owner, male neutered crossbred cat,
19NLO00154; iBreed: - FIPRONIL SPOT weighing 7 kilos of unknown age received FRONTLINE SPOT ON
-; Netherlands Sex: M ON CAT CAT, from the cat's owner once on 02-sep-2019 topically between
Sex qualifier: Other products the shoulder blades. The animal was treated because the owner
Neutered used: no other found 1 tick on the cat a few days before administration. 1 day after
Age: - products product administration, on 03-sep-2019, the owner reports that the
Weight: 7 kg Route: Topical / cat experienced hair loss at the application site. The reaction is
Cutaneous ongoing at the time the event was followed up on 04-sep-2019.
Was the
product used
ok?: Unknown
to Company
22-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: N/A 22-Aug-2019* 1 Week(s) D-D As reported by pet owner, a 7 year old female dog weighing 6 kilo
19NL000155; Breed: - FIPRONIL of unknown race and reproductive status received FRONTLINE
-; Netherlands Sex: F 10%/S COMBO DOG S batch number and expiry date unknown
Sex qualifier: METHOPRENE cutaneous between the shoulder blades from the dog owner for an
Unknown 9% SPOT ON extended period of time every 4 weeks, latest administration on
IAge: 7.00 Year(s) Other products 15-aug-2019. Unreported time after product administration owner
Weight: 6 kg used: no other found 6 ticks on the dog within an unknown report of time. ltis
products unknown if the dog goes outside or has contact with other animals.
Route: Topical / It is unknown if the dog is housed with other animals.
Cutaneous
Was the
product used
ok?: Unknown
to Company
19-Aug-2019 UAE; Species: Canine 1 1 0 |Product used: N/A 18-Aug-2019* N/A D-D As reported by pet owner, a 7 year old female dog weighing 6 kilo
19NL000156; {Breed: - FIPRONIL of unknown race and reproductive status received FRONTLINE
-; Netherlands Sex: F 10%/S COMBO DOG S expiry date nov-2019 and batch number unknown
Sex qualifier: METHOPRENE cutaneous between the shoulder blades from the dog owner for a
Unknown 9% SPOT ON period of many years every 5 to 6 weeks, latest administration date
Age: 7.00 Year(s) Other products unknown. Unreported time after latest product administration
Weight: 6 kg used: no other owner found fleas on the dog. It is unknown if the dog goes outside
products or has contact with other animals. The dog is housed with a
Route: Topical / number of other animals of unknown flea treatment status. The
Cutaneous dog is also housed with a bird which was never treated for fleas.
Was the
product used
ok?: Unknown
to Company
23-Aug-2019 [UAE; Species: Canine 1 1 0 [Product used: 28-Jui-2019 23-Aug-2019 26 Day(s) D-D As reported by pet owner, 2 female dogs, 4 and 10 years old
19NLO00157; iBreed: - FIPRONIL SPOT weighing 11-12 and 8.1 kilos respectively of unknown reproductive
-; Netherlands Sex: F ON DOG status received FRONTLINE SPOT ON DOG M and S respectively
Sex qualifier: Other products by the dogs owner on 28-jul-2019. Prior to first treatment, fleas
Unknown used: FIPRONIL were present on the dogs. Fleas are still found on the dogs on
Age: 4.00 Year(s) SPOT ON DOG; 23-aug-2019, 4 weeks after first treatment. Unknown if the dogs go

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: 11 - 12 kg outside, have contact with other animals or are housed with other
Route: Topical / animals.
Cutaneous
Was the
product used
ok?: Unknown
to Company
30-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 22-Aug-2019 29-Aug-2019 1 Week(s) D-D As reported by pet owner, a 7 year old female Labrador dog
19NL000158; Breed: Retriever FIPRONIL weighing 31-35 kilos of unknown reproductive status received
-; Netherlands (Labrador, Yellow) 10%/S FRONTLINE COMBO DOG L expiry date and batch number
Sex: M METHOPRENE unknown, cutaneous unreported site of administration from the
Sex qualifier: - 9% SPOT ON dog's owner once on 22-aug-2019. Fleas were present on the dog
lAge: 7.00 Year(s) Other products prior to treatment. 7 days after product administration the owner
Weight: 31-35 kg used: no other stilt found fleas on the dog. it is unknown if the dog goes outside or
products has contact with other animals. It is unknown if the dog is housed
Route: Topical / with other animals. Dog was subsequently treated with unknown
Cutaneous pill prescribed by the veterinarian. Qutcome of the reaction is not
Was the reported.
product used
ok?: Unknown
to Company
05-Sep-2019 JUAE; Species: Feline 1 1 0 |Product used: 11-Jul-2019 08-Aug-2019 0 Day(s) D-D As reported by pet owner, 2 female European cats, weighing 3 and
19NLO00161; {Breed: European FIPRONIL 4 kilos 1 and 7 years old of unknown reproductive status received
-; Netherlands Sex: F 10%/S FRONTLINE SPOT ON COMBO CAT from the cat's owner on
Sex qualifier: - METHOPRENE 11-jul-2018 and 08-aug-2019, 4 weeks apart, topically between the
Age: 1.00 Year(s) 12% SPOT ON shoulder blades. There were fleas on these recently adopted cats
Weight: 3 kg Other products prior to first treatment, which is why the owner started the
used: no other treatment. Approximately 4 weeks after first treatment, the owner
products reports she still found fleas on the cats. 05-sep-2018 the cats have
Route: Topical / been treated with Bravecto, after consultation with a veterinarian.
Cutaneous Unknown if the cats go outside, have contact with other animals or
Was the are housed with other animails. Final outcome is not reported.
product used
ok?: Unknown
to Company
02-Sep-2019 UAE; Species: Feline 11 1" 0 (Product used: N/A 02-8ep-2019 N/A D-D As reported by pet owner, 11 cats, unknown age, sex and weight of
19NLO00163; Breed: - FIPRONIL SPOT unknown reproductive status received FRONTLINE SPOT ON
-; Netherlands Sex: U ON CAT CAT by the cat’s owner at unknown date once in 2019. There were
Sex qualifier: - Other products multiple fleas on the cats prior to first treatment. 1 week after
Age: - used: no other product administration on 02-Sep-2019, the owner reports she still
Weight: Unknown products found fleas on the cats. It is unknown if the cats have contact with
Route: Topical / other animals or go outside. The cats are kept with 1 dog.Unknown
Cutaneous if the dog is treated and or has contact with other animals.
Was the
product used
ok?: Unknown
to Company
09-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 12-Aug-2019* | 02-Sep-2019* 0 Day(s) D-D As reported by pet owner, 2 European cats, 1 male weighing 4
19NLC00171; {Breed: European FIPRONIL kilos 15 years old, 1 female 10 years old weighing 6 kilos of
-; Netherlands Sex: F 10%/S unknown reproductive status received FRONTLINE COMBO CAT
Sex qualifier: - METHOPRENE from the cat's owner 2 times with 3 weeks in between, which is a
Age: 10.00 Year(s) 12% SPOT ON too short period according to the label. First administration was on
Weight: 6 kg Other products 12-aug-2019, latest product administration 02-sep-2019. There
used: no other were fleas on the cats prior to first treatment, which is why the
products owner started the treatment. 3 weeks after first treatment, the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Route: Topical / owner reports he still found fleas on the cats. The owner treated
Cutaneous the cats again with FRONTLINECOMBO CAT on 02-sep-2019. 4
Was the days later, on 06-sep-2019, the owner still found fleas on the cats
product used and consulted a veterinarian who prescribed Bravecto Plus. The
ok?: No cats are housed with 1 dog who also suffered from a flea infection
(Overdose) and was subsequently treated with unknown treatment. It is
unknown if the cats go outside or have contact with other animals.
Qutcome of the reaction is not reported.
09-Sep-2019 JUAE; Species: Canine 1 1 0  |Product used: 12-Aug-2019* | 02-Sep-2019* 0 Day(s) D-D As reported by pet owner, female Boxer dog, weighing 25 - 30 kilos
19NLO00172; {Breed: Boxer FIPRONIL 7 years old of unknown reproductive status received FRONTLINE
-; Netherlands Sex: F 10%/S COMBO DOG L from the dog’s owner 2 times with 3 weeks in
Sex qualifier: - METHOPRENE between, which is a too short period according to the label. First
Age: 7.00 Year(s) 9% SPOT ON administration was on 12-aug-2019, latest product administration
Weight: 25 - 30 kg Other products 02-sep-2019. There were fleas on the dog prior to first treatment,
used: no other which is why the owner started the treatment. 3 weeks after first
products treatment, the owner reports he still found fleas on the dog. The
Route: Topical / owner treated the dog again with FRONTLINE COMBODOG L on
Cutaneous 02-sep-2019. 4 days later, on 06-sep-2019, the owner still found
Was the fleas on the cats and consulted a veterinarian who prescribed
product used Bravecto tablets. The dog is housed with 2 cats who also suffered
ok?: No from a flea infection and were subsequently treated. It is unknown
(Overdose) if the dog goes outside or has contact with other animals. Outcome
of the reaction is not reported.
04-Sep-2019 UAE; Species: Feline 2 2 0 |Product used: 04-May-2018* | 04-Aug-2019* 0 Day(s) D-D As reported by pet owner, 2 female neutered cats, weighing 4 kilos
19NLO00173; iBreed: - FIPRONIL 1.5 years old received FRONTLINE COMBO CAT from the cat’s
-; Netherlands Sex: F 10%/8 owner monthly since she first got the cats, approximately 1 year
Sex qualifier: METHOPRENE and 3 months ago, last product administration was on
Neutered 12% SPOT ON 04-aug-2019. After last product administration the owner reports
Age: 1.50 Year(s) Other products fleas on the cats, on 04-aug-2019. She consulted a veterinarian
Weight: 4 kg used: no other who prescribed Credelio tablets for the cats, which were
products administered on 28-aug-2019. Unspecified time after Credelio
Route: Topical / administration, the owner reports the flea problem was over. itis
Cutaneous unknown if the cats go outside or have contact with other animals.
Was the It is unknown if the cats are kept with other animals.
product used
ok?: Unknown
to Company
17-Sep-2019 [UAE; Species: Canine 1 1 0 [Product used: N/A 10-Sep-2019* 5 Week(s) 1 Day(s) D-D As reported by pet owner, a 10 year old female Boxer dog
19NLO00175; {Breed: Boxer FIPRONIL weighing 35 kilos of unknown reproductive status received
-; Netherlands Sex: F 10%/8 FRONTLINE COMBO DOG L, batch number and expiry date
Sex qualifier: METHOPRENE unknown, cutaneous between the shoulder blades from the dog's
Unknown 9% SPOT ON owner for an unknown period of time with unknown frequency,
Age: 10.00 Year(s) Other products latest product administration on 05-aug-2018. On approximately
Weight: 35 kg used: no other 10-sep-2019 the owner reports to have found 2 fleas on the dog. It
products is unknown if the dog goes outside or has contact with other
Route: Topical / animals. It is unknown if the dog is housed with other animals.
Cutaneous Outcome of the reaction is not reported.
Was the
product used
ok?: Unknown
to Company
16-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 14-Sep-2019 14-8ep-2019 0 Day(s) D-B As reported by pet owner, 1 male 11-year-old Golden Retriever
19NL000178; Breed: Retriever FIPRONIL dog, unknown weight and of unknown reproductive status received
-; Netherlands (Golden} 10%/S FRONTLINE COMBO DOG unsubstantiated which strength, by the
Sex: M METHOPRENE dog’s owner once on 14-sep-2019. After product

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Sex qualifier: - 9% SPOT ON administration the animal experienced respirtory distress and
Age: 11.00 Year(s) Other products panting on the day of product administration, 14-sep-2019.
Weight: Unknown used: no other Analysis/tests were not reported to be performed. Unknown if the
products animal was examined by a veterinarian or treated. Animal owner
Route: unknown refuses to provide additional diagnostic information, after repeated
Was the requests. Fleas were present on the dog before application of the
product used unsubstantiated product. Animal owner reports she still found fleas
ok?: Unknown on the dog 48 hours after product application. It is unknown if the
to Company dog is housed with other animals. Unknown if the dog goes
outside. It is unknown if the dog has contact with other animals.
Qutcome of the reactions is not reported.
16-Sep-2019 WUAE; Species: Feline 2 2 0 [Product used: 04-Sep-2019 16-Sep-2019 12 Day(s} D-D As reported by pet owner, 2 6-month-old cats, unknown sex, breed
19NL000179; {Breed: - FIPRONIL and weight received FRONTLINE SPRAY, unknown use and dose,
-; Netherlands Sex: U SPRAY from the cat's owner once on 04-sep-2019. Uncertain if there were
Sex qualifier: Other products fleas on the cats prior to treatment. After product administration,
Unknown used: no other the owner reports she found fleas on the cats on 16-sep-2019. It is
Age: 6.00 products unknown if the cats go outside or have contact with other animals.
Month(s) Route: unknown It is unknown if the cats are kept with other animals. Reaction was
Weight: Unknown Was the not treated. Outcome of the reaction is not reported.
product used
ok?: Unknown
to Company
16-Sep-2019 UAE; Species: Feline 2 2 0 |Product used: 23-dun-2019* | 16-Sep-2019* 1 Day(s) D-D As reported by pet owner, 2 cats, 1.5 - 2 years old, weighing 3 and
19NL000180; {Breed: European FIPRONIL 4 kilos, unknown sex and of unknown reproductive status received
-; Netherlands Sex: U 10%/S FRONTLINE SPOT ON COMBO CAT, by the cat’s owner
Sex qualifier: METHOPRENE cutaneous between the shoulder blades 3 times with 4 weeks in
Unknown 12% SPOT ON between. Latest product application was approximately on
Age: 1.50 Year(s) Other products 15-sep-2019. There were up to 20 fleas on the cats prior to first
Weight: 3 - 4 kg* used: no other treatment. After last product administration, the owner reports she
products still found fleas on the cats. Cats go outside. It is unknown if the
Route: Topical / cats have contact with other animals. The cats are not housed with
Cutaneous other animals. Outcome of the reaction is not reported.
Was the
product used
ok?: Unknown
to Company
18-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 14-Jul-2019* 26-Aug-2019 1 Day(s}) D-D As reported by pet owner, a 4 year old dog weighing 11-12 kilos of
19NLO00181; {Breed: - FIPRONIL unknown sex, race and reproductive status received FRONTLINE
-; Netherlands Sex: U 10%/S COMBO DOG M expiry date and batch number unknown
Sex qualifier: METHOPRENE cutaneous between the shoulder blades from the dog's owner 3
Unknown 9% SPOT ON times for a period of 6 weeks every 3 weeks, latest product
Age: 4.00 Year(s) Other products administration on 25-aug-2019. The dog was overdosed, as the
Weight: 11 - 12 kg used: no other minimal treatment frequency according to the label is 4 weeks.
products Fleas were present on the dog, prior to first treatment. After latest
Route: Topical / product administration owner still found fleas on the dog. It is
Cutaneous unknown if the dog goes outside or has contact with other animals.
Was the The dog is housed with 4 cats with the same flea infestation. Dog
product used was treated with Bravecto on approximately 18-sep-2019, as
ok?: No prescribed by the veterinarian. Owner reports the flea problem was
(Overdose) over after this treatment.
18-Sep-2019 UAE; Species: Feline 1 1 0 |Product used: 14-Jul-2019* 26-Aug-2019 1 Day(s) D-D As reported by pet owner, 4 European cats, 2 cats between 14-16
19NL000182; Breed: European FIPRONIL SPOT weeks old of unknown weight, 1 cat 1-1.5 years old weighing 4
-; Netherlands Sex: U ON CAT kilos and 1 cat 6 years old weighing 5 kilos, all of unknown sex and
Sex qualifier: - Other products repreductive status received FRONTLINE SPOT ON CAT expiry
IAge: 1.00 Year(s) used: no other date and batch number unknown cutaneous between the shoulder

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: 4 kg products blades from the cat's owner 3 times for a period of 6 weeks every 3
Route: Topical / weeks, latest product administration on 25-aug-2019. The cats
Cutaneous were overdosed, as the minimal treatment frequency according to
Was the the label is 4 weeks. Fleas were present on the cats, prior to first
product used treatment. After latest product administration owner still found fleas
ok ?: No on the cats. It is unknown if the cats go outside or have contact
(Overdose) with other animals. The cats are housed with 1 dog with the same
flea infestation. The mature cats were treated with Vo kill and
Boifo and the kittens were treated with Exil spray for Kittens on
approximately 18-sep-2019, as prescribed by the veterinarian.
Owner reports the flea problem was over after these treatments.
25-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: Jul-2019* Sep-2019* 0 Day(s) D-D Owner of 2 dogs and 2 cats, this case is related to the dogs. Both
19NLO00195; Breed: Bemnese FIPRONIL dogs 8 years, Newfoundland and Bernese mountain dog resp. 75
-; Netherlands Mountain Dog 10%/8 and 70 kg approx. Owner states that she treated the animals every
Sex: M METHOPRENE month since april, FL combo alternating with Advantage. She
Sex qualifier: - 9% SPOT ON states that fleas are present with FL Combo and not with
Age: 8.00 Year(s) Other products Advantage. Dosing with XL pipette is no enough with these dogs,
Weight: 70 kg* used: no other and she states adding half a FL combo M dosage, while she
products should add a whole FL combo M dosage with the XL dose. Story of
Route: - owner varies during conversation. The cats in the household are
Was the also treated agains fleas, they also do go out and about.
product used
ok?: No (Low
dose)
25-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: Jul-2019* Sep-2019 0 Day(s) D-D Owner of 2 dogs and 2 cats, this case is related to the dogs. Both
19NL000196; {Breed: European FIPRONIL dogs 8 years, Newfoundiand and Bernese mountain dog resp. 75
-; Netherlands Sex: U 10%/S and 70 kg approx. Owner states that she treated the animals every
Sex qualifier: - METHOPRENE month since april, FL combo alternating with Advantage. She
Age: 2.00 Year(s) 12% SPOT ON states that fleas are present with FL. Combo and not with
Weight: 5 kg Other products Advantage. Dosing with XL pipette is no enough with these dogs,
used: no other and she states adding half a FL combo M dosage, while she
products should add a whole FL combo M dosage with the XL dose. Story of
Route: - owner varies during conversation. The cats in the household are
'Was the also treated agains fleas, they also do go out and about.
product used
ok?: Unknown
to Company
26-Sep-2019 (UAE; Species: Canine 1 1 0 [Product used: N/A 26-Aug-2019* N/A D-D As reported by pet owner, a 6 year old female neutered crossbred
19NLO00198; Breed: Small FIPRONIL SPOT dog weighing 8 kilos received FRONTLINE SPOT ONDOG S
-; Netherlands crossbred (<10 ON DOG expiry date and batch number unknown cutaneous in the neck
Kg) Other products from the dog owner at least 3 times with unknown frequency, latest
Sex: F used: no other administration date 14-sep-2019. Unreported time after latest
Sex qualifier: products product administration owner found fleas on the dog. It is unknown
Neutered Route: Topical / if the dog goes outside or has contact with other animals. Unknown
Age: 6.00 Year(s) Cutaneous if the dog is housed with other animals. Attending veterinarian
Weight: 8 kg Was the prescribed Vectra 3D, which was administered on 24-sep-2019.
product used The owner reports the flea problem got better.
ok?: Unknown
to Company
17-Jul-2019  JAE; Species: Feline 1 1 0 [Product used: 2018* 2018 N/A D-D The cat received Frontline "a while ago” (as stated in the report -
19NO000050; Breed: Maine FIPRONIL SPOT not further specified). The cat developed pruritus at the application
Jstfold; Norway Coon Cat ON CAT site and further cranially, as well as periocular pruritus. No further
Sex: M Other products information is given in the report. 22 JUL 2019 MAH comment:
Sex qualifier: - used: no other Animal details: Maine Coon cat, male, intact, 14.4 years, 6.1 kg
Age: 14.40 Year(s) products taken from patient screen. Product unsubstantiated entered as

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: 6.1 kg Route: Topical / FRONTLINE SPOT-ON for cats.
Cutaneous
Was the
product used
ok?: Unknown
to Company
27-Aug-2019 JUAE; Species: Canine 1 1 0 |Product used: 21-Jul-2019 21-J4ul-2019* N/A D-D As reported to me by the owner, she treated Trust, a 22kg , 2 year
19NZ000180; Breed: Canine FIPRONIL old, male neutered crossbreed dog with Frontline Plus for Large
-; New Zealand various breeds 10%/S dogs, batch 863102AX, expiry 09/2021 three times in the past 5
Sex: M METHOPRENE weeks because fleas were seen on the dog. The most recent
Sex qualifier: 9% SPOT ON treatment was 26 Aug 2019 and prior to this on approximately 11
Neutered Other products Aug and 21 July. There is a cat in the household and the owner
iAge: 2.00 Year(s) used: no other says she routinely treats both her cat and dog monthly with the
Weight: 22 kg products appropriate Frontline Plus product and there have been no
Route: Topical / problems until this last month. She is seeing approximately 2-3
Cutaneous fleas every few days on the dog but none on the cat. There is no
'Was the change in the dog's environment or activity but it is walked daily
product used including in a park.
ok?: No
(Intentional)
02-Sep-2019 JUAE; Species: Canine 1 1 0 |Product used: 05-Aug-2019* | 05-Aug-2019 0 Day(s) D-D As reported to me by the owner, approximately four weeks ago (5
19NZ000181; Breed: Bichon FIPRONIL August 2019) he treated his male neutered, 5.75kg Bichon
-; New Zealand Frise 10%/S Papillon cross dog with Frontline Plus for small dogs (FLP), batch
Sex: M METHOPRENE and expiry unknown but during the past 2-3 weeks he has found
Sex qualifier: 9% SPOT ON fleas on his dog. He said he regularly treats his dog with FLP but
Unknown Other products was unable to provide treatment dates. There is only one dog in
Age: Unknown used: no other household, no cats and no change in environment or activity.
Weight: 5.7 kg products
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes
06-Sep-2019 UAE; Species: Feline 1 1 0 [Product used: 31-Jul-2019* 21-Aug-2019 0 Day(s) D-D As reported by the owner, FRONTLINE PLUS for cats, batch
19NZ000182; Breed: Domestic FIPRONIL S40716EW, exp 05 2021, was applied to a 7 year old domestic
-; New Zealand Shorthair 10%/S short hair female 3.8 kg cat called Gina, on approximately 31 July
(Crossbreed) METHOPRENE 2019 then repeated on 21 Aug 2019. The owner noted one flea
Sex: F 12% SPOT ON on herself three weeks after the application on 31 July 2019, and
Sex qualifier: Other products had noted one flea on the day of reporting (4 Sept 2019). She is
Neutered used: no other unsure if there are more fleas on the cat, but has noticed the cat
IAge: 7.00 Year(s) products scratching occasionally. She reports she treats the cat monthly
Weight: 3.8 kg Route: Topical / with Frontline Plus. She has no other pets. The cat has outdoor
Cutaneous access.
Was the
product used
ok?: Yes
10-Sep-2019 JAE; Species: Feline 1 1 0 [Product used: 10-Jun-2019* | 10-Jun-2019* N/A D-D As reported by the owner, FRONTLINE PLUS for cats, batch and
19NZ000188; Breed: Feline FIPRONIL expiry unknown, was applied to a 15 year old male neutered 5.1kg
-; New Zealand Other 10%/S Mandalay breed male neutered cat for approximately three months
Sex: M METHOPRENE (estimated start date of 10 Jun 2019) for flea and tick treatment.
Sex qualifier: 12% SPOT ON The owner noticed the experienced some hair loss over its legs
Neutered Other products and chewing at its fur recently, and her veterinarian thought this
Age: 15.00 Year(s) used: no other was due to fleas, although no fleas were found on examination.
Weight: 5.1 kg products The owner has noticed the cat is scratching occasionally. She
Route: Topical / had previously used Bravecto and Advantage .

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Cutaneous
Was the
product used
ok?: Unknown
to Company
19-Sep-2019 [UAE; Species: Feline 1 1 0 [Product used: 15-8ep-2019 19-Sep-2019 4 Day(s) D-D As reported to me by the owner, every four weeks she applies
19NZ000198; Breed: Domestic FIPRONIL Frontline Spray to her 2 year old, weight unknown, female spayed,
- New Zealand Shorthair SPRAY DSH cat called Subi. The most recent treatment was 15 Sept
(Crossbreed) Other products 2019 using 100mL, batch SO2002A, expiry 8/2020. The owner
Sex: F used: no other complained that four days after application she found three fleas
Sex qualifier: products on her cat. She sprays and rubs the product into the fur but does
Neutered Route: Topical / not count the number of pumps applied. The owner releases a flea
Age: 2.00 Year(s) Cutaneous bomb in the house twice yearly, dates and product unknown and
Weight: Unknown Was the before now has not had any flea problems. There is no one in the
product used household getting bitten.
ok?: Unknown
to Company
20-Sep-2019 UAE; Species: Feline 2 2 0 [Product used: 16-Jul-2019 10-Sep-2019 8 Week(s) D-D As reported to me, the owner regularly treats her two cats, details
19NZ000199; iBreed: - FIPRONIL unknown, with FRONTLINE PLUS for Cats (FLP) and her family
-; New Zealand Sex: U 10%/S was getting bitten inside the house by fleas and on 10 Sept 2019
Sex qualifier: METHOPRENE she applied Advantage to the cats and said the problem gradually
Unknown 12% SPOT ON resolved over the next ten days. She was phoning to complain
Age: Unkown Other products about the product. When requested specific treatment dates the
Weight: Unknown used: no other owner checked her calendar and the last two treatments with
products Frontline Plus were 28 May 2019 and 16 July 2019. The recent
Route: Topical / treatment with FLP was batch S40307, expiry 01/2021. Application
Cutaneous technique was queried and appears correct. The gap between the
Was the most recent FLP treatment and the previous one is 7 weeks,
product used longer than recommended, and the gap between the last FLP
ok?: No treatment and the complaints of infestation was 8 weeks.
(Treatment /
vaccination
program not
respected)
23-Sep-2019 UAE; Species: Feline 1 1 0  [Product used: 02-Sep-2019* | 02-Sep-2019* 0 Day(s) D-D As reported by the owner, FRONTLINE PLUS for cats, batch
19NZ000202; Breed: Feline FIPRONIL 340716BW, exp 05 2021, was applied to a cat by the owner on
-; New Zealand (unknown) 10%/S approx. 2 Sep 2019. The owner was still seeing around 4 fleas on
Sex: U METHOPRENE the cat, so re applied the dose on 22 Sep 2019. She had not
Sex qualifier: 12% SPOT ON previously flea treated for an extended period of time. She had
Unknown Other products found one flea when combing the cat on 22 Sep 2019. She had
Age: - used: no other previously used Advantage flea treatment and was seeing live
Weight: Unknown products fleas on the cat when treating with this product also.
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
01-Aug-2019 JUAE; Species: Canine 2 2 0  |Product used: 12-Jul-2019* 18-Jul-2019* 6 Day(s) D-D Suspected Lack of Efficacy: On 1 Aug 2018, the pet owner
19PHO000012; {Breed: - Frontline reported via email the following event for an unknown number of
-, Philippines Sex: U (Non-specific) dogs, no other signalment was provided. Owner applied
Sex qualifier: Other products frontline(unsubstantiated) 2 weeks ago and observed enormous
Unknown used: no other ticks and fleas on dogs. Event start date below is only
Age: - products approximate.
Weight: Unknown Route: unknown

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Was the
product used
ok?: Unknown
to Company
22-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 22-Jul-2019* 22-Jul-2019* 0 Day(s) D-C Suspected adverse event: as reported by attending veterinarian,
19PLO00022; Breed: German FIPRONIL SPOT canine, 8 weeks old German Shepherd Dog {other signalment
-; Poland Shepherd Dog ON DOG unknown) received FRONTLINE range product (FRONTLINE
Sex: U Other products SPOT ON DOG L placed by default, since DVM doesn't know the
Sex qualifier: used: no other exact product, dose is unknown). Product was administered
Unknown products subcutaneously with a syringe with a needle, which was provided
Age: 8.00 Week(s) Route: by owner of dog's breeding, by animal owner on an unknown date
Weight: Unknown SC-subcutaneou (22 JUL 2019 placed by default). Atan unknown time after product
s administration (22 JUL 2019 placed by default as start date of the
Was the event) the animal experienced hives (urticaria) The animal is
product used currently treated with i.v. in the reporter clinic. The attending
ok?: No (Route veterinarian’s level of suspicion is: high.
not indicated /
recommended}
09-Sep-2019 UAE; Species: Canine 1 1 0 [Product used: 01-Aug-2019* | 07-Aug-2019* 0 Day(s) D-D LACK OF EXPECTED EFFICACY: as reported by the animal
19R0O000010; {Breed: Maltese FIPRONIL owner, a male DOG (breed Maltese, weight unknown, health
-, Romania Sex: M 10%/S conditions unknown) was treated by the animal owner with the
Sex qualifier: METHOPRENE product FRONTILINE COMBO (bath number unknown, expiry date
Unknown 9% SPOT ON unknown, dose unknown, route unknown). But since the last
Age: - Other products application in AUG 2019, especific date unknown, (01 AUG 2019
Weight: Unknown used: no other choosen by default) in less than a week later (07 AUG 2019
products choosen by default), she observed fleas on her dog. She has been
Route: unknown waiting another three weeks (carring for him with fleas baths and
'Was the flea a combo, 01 SEP 2019 was chosen by default) and then she
product used administered a dose of FRONTLINE COMBO (dose and date of
ok ?: Unknown administration is unknown) hoping that it was just bad luck than the
to Company first dose had no effect at all. The result was the same, even
worse. Four days after the application (date unknown) she
observed fleas again. Outcome to date is unknown. No
veterinarian was involved in the case. The owner bought each time
6 pipettes for six months, and she used for over the year. In AUG
2019 (date is unknown), the ocnwner bought 6 pipettes again. Until
now did not have any problems.This is the extent of the information
available.
09-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 03-Jul-2019 04-Jul-2019* 1 Day(s) D-D Suspected lack of efficacy: as reported by the owner, the dog (13
19RU000021; iBreed: - FIPRONIL years, female) and another dog (other signalment unknown) and 1
- Russia Sex: F SPRAY kitten in house, in unknown health state received Frontline Spray
Sex qualifier: Other products (lot S03002A, 11-2021, topical} administered by owner on 03 JUL
Unknown used: no other 2019. Frontline Spray was bought in veterinary clinic in spring. The
Age: 13.00 Year(s) products kitten was found on street and move to house by the owner. The
Weight: Unknown Route: Topical / kitten had fleas and was placed in tambour, dogs were in room
Cutaneous (case linked to case nr 19RU000022 — cat brought to the same
Was the household). The owner treated her own dogs to prevention of fleas
product used infestation and the kitten to kill fleas. After treatment, fleas didnt
ok?: No die (04 JUL 2019 entered by default as start of reaction), there
(Indication not were no outcome of using the product (previously, when the owner
indicated / had treated her animals by Frontline Spray, fleas died, not tried to
recommended} turn back upon animais. Also the owner sprayed the room,

tambour, and bedding with Frontline Spray. Despite all precaution
the dogs in house were infested by fleas. According to owner
report, Frontiine Spray (bought in spring) had different structure

after drying on fur, different from structure after using FRT Spray,

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
which had bought previous fimes.
05-AUG-19 QA results received: Investigation completed for
FIPRONIL SPRAY Lot# S03002A, expiry 2021-11-01. Case
investigated by France - Toulouse. Final complaint evaluation A
product quality complaint for FRONTLINE SPRAY, batch
S03002A, was received by BIAH QA on the 16th of July 2019. The
complaint description is “lack of efficacy”. This is the first complaint
for this batch.The complaint sample is not received. The retention
sample is conform but will not respond to a lack of efficacy . Batch
record review: S003. Manufacturing date: 23/01/2018. Expiry date:
NA. Manufacturing quantity: 8497 liters. Associated deviation(s):
No deviation associated to this batch. Change control associated:
This batch was not concerned by any change control.
Observation(s). No observation associated
09-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 03-Jui-2019 04-Jul-2019* 1 Day(s) D-D Suspected lack of efficacy: as reported by the owner, the feline,
19RU000022; Breed: Feline FIPRONIL kitten (other signalment unknown) in unknown health state
- Russia Other SPRAY received Frontline Spray (lot S03002A, 11-2021, topical}
Sex: U Other products administered by owner on 03 JUL 2019. Frontline Spray was
Sex qualifier: used: no other bought in veterinary clinic in spring. The kitten was found on street
Unknown products and move to house by the owner. The kitten had fleas and was
Age: - Route: Topical / placed in tambour, dogs were in room (case linked to case nr
Weight: Unknown Cutaneous 19RU000021 - dogs from the same household). The owner
'Was the treated kitten to kill felas and dogs to prevention of fleas
product used infestation. After treatment, fleas didnt die (04 JUL 2019 entered by
ok?: No default as start of reaction}, there were no outcome of using the
(Indication not product (previously, when the owner had treated her animals by
indicated / Frontline Spray, fleas died, not tried to turn back upcn animais.
recommended) Also the owner sprayed the room, tambour, and bedding with
Frontline Spray. Despite all precaution the dogs in house were
infested by fleas. According to owner report, Frontline Spray
(bought in spring) had different structure after drying on fur,
different from structure after using FRT Spray, which had bought
previous times.
26-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 23-Jul-2019* 24-4ul-2019* 1 Day(s) D-D Suspected adverse event: as reported by distributor, the dog (sex,
19RU000027; Breed: Canine FIPRONIL weight, age are unknown) in unknown health state received
-; Russia (unknown) SPRAY Frontline Spray (lot S00415A, expiry date JAN 2021, 31 JAN 2021
Sex: U Other products entered by default, topical) administered by owner in JUL 2019
Sex qualifier: used: no other (date 23 JUL 2019 placed by default). Frontiine Spray was bought
Unknown products in MARCH 2019. The product was applied during last 12 years with
Age: - Route: Topical / no adverse events caused, but usually Frontline Spray was bought
Weight: Unknown Cutaneous in 100 ml presentation. It was the first time when owners bought
Was the 250 ml bottle. At an unknown time after application (24 JUL 2019
product used entered by default) the dog came out in spots (coded as
ok?: Unknown generalised red spots), started itching and tearing out hair (coded
to Company as localised hair loss), got skin uicers. The owner are suspicious if
quality of the product is within normal limits.
07-Jul-2018  UAE; Species: Feline 1 1 0 [Product used: 01-Apr-2019* | 07-Apr-2019* N/A D-D As reported by the animal owner, an approx. 1-year old female
19SE0C0119; Breed: Domestic FIPRONIL SPOT neutered domestic shorthair cat, bodyweight 4.2 kg, in good health
-; Sweden Shorthair ON CAT at the time of treatment, received FRONTLINE VET FOR CATS
(Crossbreed) Other products 100 MG/ML spot-on (batch S20702AW, EXP APR 2021, valid) 1
Sex: F used: no other dose every 4 weeks on the neck administered by the animal owner
Sex qualifier: products since APR-2019. The owner reported that at first the cat came
Neutered Route: Topical / home with ticks (date not specified), in JUN-2019 the cat came
IAge: 1.00 Year(s) Cutaneous home with lice and fleas for one week, the next week it had ticks
Weight: 4.2 kg Was the again. The cat had been treated with FRONTLINE last year (2018,
product used time period not further specified) with good effect.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
ok?: Yes
18-J4ul-2019  WUAE; Species: Canine 1 1 0 |Product used: 06-May-2019 § 05-Jun-2019* N/A D-B As reported by the animal owner, a dog, female, pregnant {rough
19SEQ00122; Breed: FIPRONIL SPOT coated miniature dachshund, 6 kg, date of birth 18 JUN 2012,
-, Sweden Dachshund ON DOG heatlthy) received FRONTLINE VET SPOT-ON FOR DOGS up to
(Miniature) Other products 10 kg (size S) (LOT S20801AX, EXP JUN 2021, valid) topically
Sex: F used: no other applied to the area between the shoulder blades, 1 dose given by
Sex qualifier: products the owner every 4 weeks on 06 MAY 2019, 03 JUN 2019 and 01
Pregnant Route: Topical / JUL 2019, as treatment against dandruff mites (off-label use, not
iAge: 6.00 Year(s) Cutaneous listed in the local labelling). The owner described that the dog had
Weight: 6 kg Was the a bleeding approximately at the same time as product
product used administration or a few days later (not specified after which of the
ok?: No product administrations). The reaction was not treated. The dog
(Indication not was mated on 12 MAY 2019 and gave birth to two pups on 14 JUL
indicated / 2019. According to the owner both pups were malformatted with,
recommended) among other things, missing ears (not further specified), and had
to be euthanised (date not specified). The owner states that no
veterinarian has been involved.
No information available on the relatedness and inbreeding of this
specific mating. UPDATE 5-AUG-2019: As reported by the owner,
the bitch had had three litters prior to this one. The owner had used
FRONTLINE in the kennel before and also on this bitch. The
puppies were born without open ear canal and missing ears, they
also had cleft palate and cleft nose. The owner reported this was
the first time in 30 years she had seen malmformed puppies. MAH
added Veddra-code vaginal bleeding, and as AE was reported in
both mother and offspring, the structural fields on the patient
screen refers to the mother, while the Veddra-codes refers to both
mother and offspring.
UPDATE 27-AUG-2019 by MAH: Mother / offspring SAE case spilit
in two cases according to new guidance. The mother will be
reported in the case 19SE000122 and the offspring will be reported
in the case 19SE000162. The cases are linked in the MAH
database. Veddra-codes have been updated to reflect this case is
only AE in mother.
18-Jul-2019  UAE; Species: Feline 1 1 0  |Product used: 201¢9* 2019 N/A D-D As reported by the animal owner, a cat, female, neutered, 6 years
19SEQ00124; Breed: Domestic FIPRONIL SPOT old, healthy domestic cat (weight unknown) received FRONTLINE
-, Sweden Mediumhair ON CAT VET spot-on 1 dose (amount unknown) administrated since the cat
(Crossbred) Other products was 5 years old, administered by the owner every 3 weeks. After
Sex: F used: no other product administration (not further specified) the owner
Sex qualifier: products experienced lack of efficacy (not further specified). The product
Neutered Route: unknown has been used more frequently than recommended (recommended
iAge: 6.00 Year(s) Was the every 4 weeks). MAH comment: the start date of the reaction has
Weight: Unknown product used not been specified by the reporter, however has been estimated by
ok?: No the MAH due to submission purpose. UPDATE 19-AUG-2019:
(Treatment / MAH revision of case, product in structured field corrected to
vaccination FRONTLINE VET FOR CATS 100 MG/ML. Actual dose start date
program not amended to '2019".
respected)
18-Jul-2019  UAE; Species: Canine 2 2 0 |Product used: 2019 2019 N/A D-D A brief report concemning suspected lack of efficacy . As reported by
19SE0Q00125; Breed: Retriever FIPRONIL SPOT an animal owner, two dogs, flatcoated retrievers, male, intact (4
-, Sweden (Flat-Coat) ON DOG years old, body weight 28 kg and 32 kg) received FRONTLINE
Sex: M Other products VET SPOT-ON 100 MG/ML (size L) (LOT 820801AR, EXP MAY
Sex qualifier: - used: no other 2020, valid) on unknown date (MAH added 2019) by unknown
Age: 4.00 Year(s) products route and unknown dose. Some time after product administration
Weight: 29.000 - Route: unknown (not specified) the owner perceived lack of efficacy (not further
32 kg 'Was the specified). The MAH had contacted the reporter for additional

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
product used information but no more information was available at the time of
ok?: Unknown reporting.
to Company
16-Jul-2018  JUAE; Species: Canine 1 1 0 |Product used: 14-Jun-2019 Jul-2019* unknown D-D A brief report concerning suspected lack of efficacy . As reported by
19SEQ00126; Breed: Canine FIPRONIL SPOT the animal owner, a dog, 7 years old (born 2012}, healthy, (breed,
-, Sweden (unknown) ON DOG gender and weight unknown) received FRONTLINE VET
Sex: U Other products SPOT-ON 100 MG/ML (size S} (LOT unknown} administered by
Sex qualifier: used: no other the animal owner on 14 JUN 2019 and 01 JUL 2019. After product
Unknown products administration the owner perceived lack of efficacy (not further
Age: 7.00 Year(s) Route: unknown specified). The dog has no prior history of reaction to veterinary
Weight: Unknown Was the medicinal products.
product used
ok?: Unknown
to Company
18-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: 2019 2019* N/A D-D A brief report concemning lack of efficacy . As reported by the animal
19SEQ00127; Breed: Belgian FIPRONIL SPOT owner, a healthy 6-year old male intact Tervuren dog, body weight
-; Sweden Tervueren ON DOG 20 kg, received FRONTLINE VET SPOT-ON for 20 kg (MAH
Sex: M Other products estimated >10-20 kg size M, 1.34 ml} (batch unknown), by
Sex qualifier: - used: no other unknown route and unknown dose, administered by the owner
IAge: 6.00 Year(s) products every 3-4 weeks continuously throughotit the year. After product
Weight: 20 kg Route: unknown administration (time not specified) the owner perceived lack of
'Was the efficacy (not further specified).
product used
ok?: Unknown
to Company
22-Jul-2019  UAE; Species: Canine 1 1 0  [Product used: 01-Jul-2019 02-Jul-2019* 1 Day(s) D-D As reported by the animal owner, a dog, female, intact, 8 weeks
198EQ00128; Breed: Canine FIPRONIL SPOT (healthy, approx 7 kg, breed unknown) received FRONTLINE VET
-; Sweden (unknown) ON DOG SPOT-ON (size 8) (batch T20308AL, EXP DEC 2021, valid)
Sex: F Other products administered by the animal owner on 01 JUL 2019. After product
Sex qualifier: used: no other administration (not further specified) the owner found ticks on the
Unknown products dog almost every day, especially in the head region. Approx. one
Age: 8.00 Week(s) Route: Topical / week after administration the dog showed signs of anorexia,
Weight: 7 kg Cutaneous although the owner was not sure this was related to the product
'Was the administration. MAH comment: This case is classified as both
product used 'SLEE' and 'Adverse reaction’, but due to a limitation of the
ok?: Yes database it might be that only the highest hierarchical product
problem type, which is ‘Adverse reaction’, has been transmitted.
19-Jui-2019  UAE; Species: Canine 1 1 0 [Product used: 29-May-2019 05-Jul-2019 3 Day(s) D-D As reported by the animal owner, a dog, Shetland Sheepdog,
198E000129; Breed: Shetland FIPRONIL SPOT male, intact (14 months, 9 kg) received FRONTLINE VET
-, Sweden Sheep Dog ON DOG SPOT-ON FOR DOGS (size S for <10 kg; batch T20308AL, EXP
(Sheltie} Other products DEC 2021, valid) according to weight administered by the owner
Sex: M used: no other on 28 MAY 2019 and again on 02 JUL 2019. On 05 JUL 2019 the
Sex qualifier: - products dog was brought to a summer house area after which the owner
Age: 14.00 Route: unknown observed ticks on the dog almost every day. The majority of the
Month(s} Was the ticks were crawling around in the fur, while a few had attached.
Weight: 9 kg product used The dog was at good health at the time of treatment and had no
ok ?: Unknown prior history of reaction to veterinary medicinal products.
to Company
23-Jui-2019  UAE; Species: Canine 2 2 0 |Product used: 2015 2015* 0 Day(s) D-D A brief SLEE report. As reported by an animal owner, 2 dogs and 4
19SE000131; {Breed: - FIPRONIL SPOT cats of unknown breed, body weight 2-12 kg, age 3-10 years old,
-, Sweden Sex: U ON DOG gender not specified but the dogs were intact and the cats were
Sex qualifier: Other products neutered, received FRONTLINE VET SPOT-ON (for dogs and cats
Unknown used: no other respectively} according to weight and label, administered by the
Age: - products owner 4-5 years ago (not further specified-set to approx. 2015).

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: Unknown Route: Topical / After product administration, the owner experienced problems with
Cutaneous lack of efficacy (not further specified). The reporter did not want to
Was the give more information. The report has been split in two cases (one
product used with the dogs and one with the cats) and the cases have been
ok?: Unknown linked in the database, case numbers 19SE0000131 (dogs) and
to Company 18SED00132 (cats). UPDATE 27-AUG-2019: MAH reviewed case,
deleted age and weight intervals in structural fields as the values
are both for the dogs and the cats. Breed field (Canine unknown)
deleted as agreed with NCA.
23-dul-2019  JUAE; Species: Feline 4 4 0 |Product used: 2015* 2015* 0 Day(s) D-D A brief SLEE report. As reported by an animal owner, 2 dogs and 4
19SEQ00132; Breed: - FIPRONIL SPOT cats of unknown breed, body weight 2-12 kg, age 3-10 years old,
-; Sweden Sex: U ON CAT gender not specified but the dogs were intact and the cats were
Sex qualifier: Other products neutered, received FRONTLINE VET SPOT-ON (for dogs and cats
Neutered used: no other respectively) according to weight and label, administered by the
Age: - products owner 4-5 years ago (not further specified-set to approx. 2015).
Weight: Unknown Route: Topical / After product administration, the owner experienced problems with
Cutaneous lack of efficacy (not further specified). The reporter did not want to
Was the give more information. The report has been split in two cases (one
product used with the dogs and one with the cats) and the cases have been
ok ?: Unknown linked in the database, case numbers 198E0000131 (dogs} and
to Company 19SE000132 (cats). UPDATE 27-AUG-2019: MAH reviewed case,
deleted age and weight intervals in structural fields as the values
are both for the dogs and the cats. Breed field (Feline unknown}
deleted as agreed with NCA.
24-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 2019* 2019* N/A D-D As reported by an animal owner, a healthy 8-months cld male
198E000134; Breed: Canine FIPRONIL SPOT intact Kromfohriander (body weight unknown) received
-; Sweden Other ON DOG FRONTLINE VET S8POT-ON 100 MG/ML FOR DOGS 10-20 KG
Sex: M Other products (size M) (batch S20625AX, exp. 31 MAR 2021, valid) 1 dose every
Sex qualifier: - used: no other 4 weeks, 5 doses in total, administered by the owner on unknown
Age: 8.00 products dates in 2019. After product administration (not further specified)
Month(s}) Route: unknown the owner found ticks on the dog. Many of the ticks were dead, but
Weight: Unknown Was the were still attached to the skin. The owner observed that approx 5
product used ticks attached to the dog every day. The dog had not previously
ok?: Unknown been treated with other medication.
to Company
26-Jdul-2019  JUAE; Species: Feline 1 1 0 |Product used: 15-Feb-2019 | 15-Feb-2019* 0 Day(s) D-D An adverse event report from a veterinarian received by the MPA
19SE000136; Breed: Domestic FIPRONIL SPOT on April 12, 2019, regarding a cat, Domestic short hair, neutered
-; Sweden Shorthair ON CAT male, 7 years old and bodyweight 6.3 kg. On February 15, 2019,
(Crossbreed) Other products the cat was treated topically with Frontline vet 100 mg/ml spot-on
Sex: M used: no other solution, batch no. unknown, 1 dose given, for ectoparasite
Sex qualifier: products prophylaxis. The owner reported that the cat loss fur at the
Neutered Route: Topical / application site. No itching was observed. The skin was mildly
Age: 7.00 Year(s) Cutaneous reddened at the site of local alopecia. According to the report, the
Weight: 6.3 kg Was the symptoms resolved by April 12, 2019.
product used
ok?: Yes
27-dul-2019  JUAE; Species: Canine 1 1 0  |Product used: 2019 2019 N/A D-D As reported by an animal owner, an 8-year old small crossbred dog
19SE000137; Breed: Small FIPRONIL (Lhasa apso/Shih tzu), male, approx 7 kg, healthy, received
-, Sweden crossbred (<10 10%/8 FRONTLINE COMP 2-10 KG (size S) (batch S62716 AW, EXP
Ka) METHOPRENE SEP 2021, valid), 1 dose every 4 weeks administered by the owner
Sex: M 9% SPOT ON during 2019 (dates not specified). After product administration (not
Sex qualifier: - Other products further specified) the owner found attached ticks every day which
IAge: 8.00 Year(s) used: no other sucked blood without dying. The dog had no prior history of
Weight: 7 kg products reactions to any medicinal products.
Route: unknown

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
Was the
product used
ok?: Unknown
to Company
17-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 10-Jul-2019* 17-Jul-2019* 1 Week(s} D-D As reported by a pharmacist (first contact) and an animal owner
19SE000153; Breed: Canine FIPRONIL SPOT (primary reporter), a 13-year old female Swedish Valihund
-; Sweden Other ON DOG (Vastgotaspets), body weight 11 kg, received FRONTLINE VET
Sex: F Other products 100 MG/ML (size M for >10-20 kg bw; batch: R21816AX, exp.
Sex qualifier: used: no other NOV-2020) 1 dose topically on the skin between the
Unknown products shoulderblades administered by the owner on 10-JUL-2019 for tick
Age: 13.00 Year(s} Route: Topical / control. Approximately 1 week later the owner removed approx. 20
Weight: 11 kg Cutaneous attached ticks. The owner had used FRONTLINE for several years
Was the with satisfactory effect. FRONTLINE was only administered when
product used there were ticks and every 6-8 weeks. The owner reported that
ok ?: Unknown treatment with FRONTLINE started in the spring 2019 but had a
to Company break when the weather was colder, then given again in the
summer. In 2019 the dog had received three doses in total.
04-Aug-2019 JUAE; Species: Canine 1 1 0  |Product used: 02-Jun-2019 Jul-2019* N/A D-D As reported by the daughter of the animal owner, a 10.5-year old
19SE000158; Breed: Large FIPRONIL SPOT female neutered crossbred dog (labrador/ samojed/ border collie/
-, Sweden crossbred (>20 ON DOG golden retriever/ White Swiss Shepherd) body weight 32 kg, of fair
Ka) Other products condition (had a hormonal disruption condition causing bilateral
Sex: F used: alopecia in some spots) received FRONTLINE VET SPOT-ON
Sex qualifier: FIROCOXIB 227 FOR DOGS 20-40 KG (size L, batch: S20801AR, exp. MAY-2021)
Neutered MG 1 dose every 4 weeks topically in the neck administered by
lAge: 10.50 Year(s) CHEWABLE; unknown, first dose given 2-JUN-2019. The owner stated that
Weight: 32 kg approx. 100 ticks had been seen this summer despite treatment
Route: Topical / with FRONTLINE. Last year (2018) the dog received Scalibor but
Cutaneous experienced wounds from the collar, Scalibor was replaced with
'Was the FRONTLINE and it was working well. Two years ago (2017) the
product used dog received Bravecto and experienced lack of efficacy . The dog
ok?: Yes had arthrosis and was also treated with Previcox 227 mg 0.5 tablet
SID and a joint health product with greenlipped mussel extract (1
tabl SID).
05-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: Mar-2015* 2015* 0 Day(s) D-D As reported by an animal owner, an approx. 8-year old cat (breed
198E000159; Breed: Feline FIPRONIL SPOT and gender unknown, body weight approx. 5 kg, healthy) received
-; Sweden (unknown) ON CAT received FRONTLINE VET 100 MG/ML SPOT-ON FOR CATS
Sex: U Other products unknown dose every 3 weeks, by unknown route from spring to
Sex qualifier: used: no other autumn (MAH estimated from MAR-OCT 2015}, subsequently the
Unknown products cat experienced lethargy. The time of onset was not specified but
lAge: 8.00 Year(s) Route: unknown according to the owner the reaction occurred every time it received
Weight: 5 kg Was the FRONTLINE. The cat had received FRONTLINE between 5and 7
product used or 8 years of age. Treatment with FRONTLINE discontinued due to
ok ?: Unknown the reaction. At the time of the report the cat was 12 years old.
to Company
06-Aug-2019 [UAE; Species: Feline 1 1 0 [Product used: 05-Jul-2019 05-Jul-2019 N/A D-D As reported by an animal owner, a 2-year old male neutered
198E000161; Breed: Domestic FIPRONIL SPOT domestic cat (weight unknown) received FRONTLINE VET 100
-, Sweden Shorthair ON CAT MG/ML SPOT ON FOR CATS (batch S21808AX, exp. 11-2021} 1
(Crossbreed) Other products dose applied topically in the neck by animal owner on the
Sex: M used: no other 5-JUL-2019 and 4-AUG-2018 for tick prevention. In conjunction
Sex qualifier: products with product administration the cat became like frozen (MAH
Neutered Route: Topical / veddra-coded 'Discomfort NOS') and went to rest for 1-2 hours.
Age: 2.00 Year(s) Cutaneous The cat experience the same reaction last year (2018} when
Weight: Unknown Was the treated with FRONTLINE.
product used
ok?: Yes

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
27-Aug-2019 JUAE; Species: Canine 2 2 2 |Product used: 06-May-2018 14-Jul-2019* 13 Day(s) D-A Mother / offspring SAE case split in two cases. The case was
19SEQ00162; Breed: FIPRONIL SPOT initially reported with both mother and offspring in case
-; Sweden Dachshund ON DOG 198E000122. After split of the case, the mother will be reported in
(Miniature) Other products the case 198E000122 and the offspring will be reported in the case
Sex: U used: no other 19SEQ00162. The cases are linked in the MAH database.
Sex qualifier: Not products As reported by the animal owner, a dog, female, pregnant (rough
applicable Route: Topical / coated miniature dachshund, 6 kg, date of birth 18 JUN 2012,
Age: 0.00 Day(s} Cutaneous heatlthy) received FRONTLINE VET SPOT-ON FOR DOGS up to
Weight: Unknown 'Was the 10 kg (size S) (LOT S20801AX, EXP JUN 2021, valid) topically
product used applied to the area between the shoulder blades, 1 dose given by
ok?: No the owner every 4 weeks on 06 MAY 2019, 03 JUN 2019 and 01
(Indication not JUL 2019, as treatment against dandruff mites (off-label use, not
indicated / listed in the local labelling). The owner described that the dog had
recommended) a bleeding approximately at the same time as product
administration or a few days later (not specified after which of the
product administrations). The reaction was not treated. The dog
was mated on 12 MAY 2019 and gave birth to two pups on 14 JUL
2019. According to the owner both pups were malformatted with,
among other things, missing ears (not further specified), and had
toc be euthanised (date not specified). The owner states that no
veterinarian has been involved.
No information available on the relatedness and inbreeding of this
specific mating. Follow up information: As reported by the owner,
the bitch had had three litters prior to this one. The owner had used
FRONTLINE in the kennel before and also on this bitch. The
puppies were born without open ear canal and missing ears, they
also had cleft palate and cleft nose. The owner reported this was
the first time in 30 years she had seen malmformed puppies.
13-Aug-2019 UAE; Species: Feline 1 1 0 |Product used: May-2019* May-2019* N/A D-D As reported by an animal owner (by Social Media and e-mail), a
19SE0C0163; Breed: Domestic FIPRONIL SPOT 1.5-year old domestic long hair crossbred (Persian) cat, (male,
-; Sweden Longhair ON CAT approx 5 kg, good health) received FRONTLINE VET SPOT-ON
(Crossbreed) Other products 100 MG/ML (batch not given} 1 dose once every month
Sex: M used: FIPRONIL administered topically in the neck by the animal owner since
Sex qualifier: - SPRAY; MAY-2018 for tick and flea prevention. In between the spot-on
Age: 1.50 Year(s) treatments, the owner supplemented with FRONTLINE VET
Weight: 5 kg Route: Topical / CUTANOUS SPRAY 2.5 MG/ML (dose unknown) when the she
Cutaneous noticed ticks. The owner reported that alive and attached ticks
'Was the were noticed a few days after product administration. The owner
product used also reported that she had seen single fleas.
ok?: Unknown
to Company
13-Aug-2019 JAE; Species: Canine 1 1 0 [Product used: 23-Jul-2019* 10-Aug-2019* N/A D-D As reported by the animal owner, a dog, male puppy, intact, 14
198ED00165; Breed: Canine FIPRONIL weeks (2.5 kg at first dose, breed unknown) received FRONTLINE
-; Sweden (unknown) 10%/S COMP for dogs (product unsubstantiated, unknown strength MAH
Sex: M METHOPRENE assumed 0.67 mli.e. 67 mg/60,3 mg, LOT unknown, route and
Sex qualifier: - 9% SPOT ON location unknown) dosed according to weight, administered by the
Age: 14.00 Other products animal owner on 23 JUL 2019 approx. (frequency unknown). 18
\Week(s} used: no other days after product administration (approx. 10 AUG 2019) the
Weight: 2.5 kg products owner reported to have found ticks on the dog.
Route: unknown
Was the
product used
ok?: Unknown
to Company
22-Aug-2019 UAE; Species: Canine 1 1 0 [Product used: May-2019* May-2019* N/A D-D As reported by a pharmacist (first contact) and an animal owner

N/A signifies the information for this field is either not available or not applicable

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
19SE000168; Breed: Border FIPRONIL SPOT (primary reporter), a dog, Border Collie, female, intact, 4 years old,
- Sweden Collie ON DOG 20 kg, received FRONTLINE VET SPOT-ON 100 MG/ML (size L,
Sex: F Other products for dogs bw >20-40 kg) for tick prevention, 1 pipette topically
Sex qualifier: used: no other applied by the animal owner in MAY 2019 and JUN 2019. Two
Unknown products doses were given 4 weeks apart. The first dose was from a
Age: 4.00 Year(s) Route: Topical / package from last year (2018, not expired) and the second dose
Weight: 20 kg Cutaneotus was from a new package bought in 2019 (LOT $20136AX, EXP 12
Was the DEC 2020, valid, stored at room temperature). 2 weeks after
product used product administration the owner noticed attached ticks on the dog.
ok?: Yes The owner reported that the daughter had been bathing the dog
(unknown when). The dog received FRONTLINE in 2018, but it is
unknown how the effect was, as the dog was living with the
daughter last year.
23-Aug-2019 UAE; Species: Feline 1 1 0 [Product used: 2019* 2019* 0 Day(s) D-D A brief SLEE report from an animal owner. A 7-year old male
19SE000169; {Breed: - FIPRONIL SPOT neutered cat (at good health, breed unknown), received
-; Sweden Sex: M ON CAT FRONTLINE VET SPOT-ON for cats (LOT unknown) administered
Sex qualifier: Other products by the owner on unknown dates, every 4 weeks. After product
Neutered used: no other administration (time not specified), the owner perceived lack of
lAge: 7.00 Year(s) products efficacy (event not further specified).
Weight: Unknown Route: unknown
Was the
product used
ok?: Unknown
to Company
12-J4ul-2018  JAE; Species: Canine 1 1 0 [Product used: 01-Jun-2019 08-Jun-2019 1 Week(s} D-D As reported by the attending vet, a female dog, breed Yorkshire
19TROC0018; Breed: Yorkshire FIPRONIL SPOT Terrier, birth date 23 JUL 2015, weight 6 kg, good health status at
-; Turkey Terrier ON DOG the time of vaccination, was treated on 01 JUN 2019 with
Sex: F Other products FRONTLINE 0,67 ml per Dog (batch 03661103003441, exp date
Sex qualifier: used: no other DEC 2019, storage conditions of the product was room
Unknown products temperature), dose unknown, route of application dropping on the
Age: 3.00 Year(s) Route: Topical / skin, by vet for external parasitic control. One week later the dog
Weight: 6 kg Cutaneous was back to the veterinarian presenting fleas. The level of vet
Was the suspicion is high. The evolution of the event is unknown. This is
product used the extent of information available.
ok?: Yes
26-Aug-2019 [UAE; Species: Feline 1 1 0 (Product used: 10-Jun-2019 30-Jun-2018 20 Day(s) D-D SUSPECTED LACK OF EFFICACY: as reported by the attending
19TRO00030; Breed: Feline FIPRONIL SPOT vet: a CAT (sex female; breed Tabby, 7 months old, weight 2.650
-, Turkey Other ON CAT kg, health conditions good but with flea infestation) was treated
Sex: F Other products with FRONTLINE CAT 0,5 ml Dog (batch S21204BW, expiry date
Sex qualifier: used: no other 08/2021, pack size 0,5 ml, route dropping on the skin, storage
Unknown products condition:room temperature) on 10 JUN 2019. 20 days later the
Age: 7.00 Route: Topical / cat was back to the veterinarian clinic with its flea infestation. The
Month(s) Cutaneous veterinarian applied same product again. 4 days later the flea
Weight: 2.650 kg Was the infestation was continuing. As adding information the cat lives at
product used home. never comes out. The cat came with flea infestation from
ok?: Yes the pet shop where it was bought. The level of veterinarian
suspicion is high. This is the extent of information available.
01-Jul-2019  JUAE; Species: Feline 4 4 0 |Product used: N/A 08-May-2019* N/A D-D As reported by the animal owner, four felines, two 3 year old
19UK002027; Breed: Feline FIPRONIL moggies and two 6 year old pedigrees (signalment otherwise
-; United Kingdom  {various breeds 10%/S unknown} were administered FRONTLINE PLUS SPOT ON CAT
Sex: U METHOPRENE (batch and expiry unknown, further details unknowny) by the animal
Sex qualifier: 12% SPOT ON owner, after 08 MAY 2019 as a parasiticide. The animal owner
Unknown Other products reports that three years ago the vet gave one of the animals
iAge: 3.00 Year(s) used: BROADLINE because she had many fleas. They treated the house
Weight: Unknown Advantage; and it all settled down. The animal owner was then using

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Indorex; Advantage and everything seemed ok on the animals and so they
stopped treating them as they are indoor cats. This was 5 months
Route: unknown ago or more. The animal owner has been bitten and so treated the
Was the house immediately with Indorex, every two weeks. They saw an
product used advert on television for FRONTLINE PLUS SPOT ON CAT and so
ok?: Unknown ordered some online. They put it on them after 08 MAY 2019. The
to Company animal owner has not actually seen any fleas on the cats. The next
day, or after, the Comish Rex boy started to lick himself (veddra
code SLEE), and the animal owner thought that it must be the new
product. This continued for a while so after a week the animal
owner sent for some Advantage. After 2.5 weeks the animal owner
had to use Advantage. Once the animal owner used the Advantage
the Rex stopped licking. One of the moggies had hoards of flea dirt
on her neck but no fleas were seen. The animal owner also has 2
dogs on Strenghold and they are treated at the same time as they
treat the cats. The dogs do not go for walks - one of them has bad
legs and the animal owner doesn't take one without the other. They
do go in the garden. The cat from next door visits the garden and
the animal owner is confident that this cat doesn't have anything as
they have two small children next door. The animal owner does not
want to ask them as they do not want the neighbours to know that
they have a problem. The animal owner has carpet in the
bedroom, the bathroom and kitchen are tiled, the hallway is small
and the living room has vinyl.
02-Jul-2018  UAE; Species: Feline 1 1 0 (Product used: 15-May-2019 16-May-2019 within 12 hours D-D 6.1 year old 5.34 kg DSH cat had Frontline Combo Spot-on Cat
19UK002029; Breed: Domestic FIPRONIL applied on 15 May 2019. Sore, bald patch where product came into
-; United Kingdom  {Shorthair 10%/S contact with skin within 12 hours .
(Crossbreed) METHOPRENE
Sex: U 12% SPOT ON
Sex qualifier: Other products
Unknown used: no other
Age: 6.10 Year(s) products
Weight: 5.34 kg Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
02-Jul-2018  UAE; Species: Canine 1 1 0 (Product used: 01-Jul-2019* 02-Jul-2019 1 Day(s) D-D As reported by the animal owner, a female canine (signalment
19UK002034; Breed: Canine FIPRONIL SPOT otherwise unknown) was given FRONTLINE SPOT ON DOG M
-; United Kingdom  §(unknown} ON DOG (batch and expiry unknown) 24 hours ago (assumed 01 JUL 2019)
Sex: F Other products topically by the animal owner as a parasiticide. The animal owner
Sex qualifier: used: no other reports that the product has been on the dog for 24 hour and it
Unknown products hasn't worked at all. The dog is a new dog and the animal owner
Age: - Route: Topical / flead her before coming home. There are no new fleas that could
Weight: Unknown Cutaneous have jumped on her as their home is completely free as they did
Was the not have other pets in the home previously. The product was
product used applied to the dog before coming into the home but the dog still
ok?: Unknown has live fleas. The animal owner now also needs to treat the home.
to Company
02-Jul-2018  UAE; Species: Canine 1 1 0 [Product used: N/A 02-Jul-2019 2 Day(s) D-D As reported by the animal owner, a male Labrador Retriever
19UK002037; Breed: Retriever FIPRONIL SPOT canine, weighing 31 kg and in unknown condition, was
-; United Kingdom  {Labrador ON DOG administered FRONTLINE (assumed FRONTLINE SPOT ON
Sex: M Other products DOG L, batch and expiry unknown, details unknown} by the animal
Sex qualifier: used: no other owner, as a parasite product. The animal owner reported that they
regularly treat their Labrador Retriever, every calendar month. The

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Unknown products animal is 31 kg and they use the 20-40 kg pipettes. The animal
Age: - Route: unknown owner states that understandably dogs get ticks, however the
Weight: 31 kg Was the animal owner found a very large tick on the animal today, alive,
product used even though he was last treated on Sunday (30 JUN 2019). The
ok?: Unknown tick was fully engorged with blood, had come of by itself and was
to Company most certainly not dead.
02-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: N/A 01-4ul-2019 0 Day(s) DB As reported by the animal owner, Gandhi, an approximately 10
19UK002044; Breed: Retriever FIPRONIL year old male neutered Labrador canine, weighing 32 kg and in
- United Kingdom  {Labrador 10%/S unknown condition, was administered FRONTLINE PLUS SPOT
Sex: M METHOPRENE ON DOG L (batch S62911AX expiry SEP 2021) topically to an
Sex qualifier: 9% SPOT ON unknown site, by the animal owner, at a dose of 1 pipette on 01
Neutered Other products JUL 2019 as a preventative. A wormer was given at the same time.
Age: 10.00 Year(s) used: Wormer; The animal is a rescue dog with unknown history. The dog was
Weight: 32 kg Anti-sickness reported to be fine on 30 JUN 2019. The product was applied the
drugs; moming of 01 JUL 2019 at 8 am. At around 10 am the animal had
Pain killer; diarrhoea at the end of a walk. The animal was lethargic during the
evening walk at approximately 17:30, and showed inappetance at
Route: Topical / the PM feed and AM feed. The animal would not accept his
Cutaneous favourite treats, which he would normally have eaten straight away.
'Was the On 02 JUL 2019 the animal showed reluctance to walk in the
product used morning, wanting to lie down during the walk, which had to be cut
ok?: Yes short due to the animal's lethargy. On the walk the animal vomited
foamy, stringy vomit. When arriving home the animal would
normaily go straight to the water bowl, but chose to lay in the
shade. The animal owner brought water to the animal, which was
drunk. The animal continues to be lethargic. On 03 Jun 2019 the
dog deteriorated quickly and the owner took the dog to the local
vets. The vet carried out scans and x-rays. The x-rays showed a
problem in the dog's abdomen and a mass on the dogs heart. The
dog's breathing was also found to be very irregular. The vet
administered anti-sickness drugs and a pain killer. The dog was
referred to a specialist vet and was taken there on 04 Jul 2019.
The dog was booked in for a CT scan that morning however the
dog was too poorly to be placed under GA/sedation. An ultrasound
was carried out instead which revealed inflammation of the
pancreas and tumours within the lungs. The vets at the referral
clinic strongly believed it was nothing to do with the FRONTLINE
PLUS. The dog remains at the vets and is still under
02-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: N/A 02-Jul-2019* N/A D-D As reported by the animal owner, a feline (signalment otherwise
19UK002045; Breed: Feline FIPRONIL SPOT unknown) was administered FRONTLINE (assumed FRONTLINE
- United Kingdom  J(unknown} ON CAT SPOT ON CAT) (batch and expiry unknown) (details unknown) for
Sex: U Other products fleas. The animal owner reported that after a visit to their local vets
Sex qualifier: used: no other today, among other things the vet said that the cat was suffering
Unknown products with fleas. The vet asked what treatment the animal owner uses
Age: - Route: unknown and when they said FRONTLINE, the vet said that it was useless
Weight: Unknown Was the nowadays and that they need to purchase an alternative.
product used
ok?: Unknown
to Company
03-Jul-2019  UAE; Species: Feline 1 1 0 |Product used: May-2019 May-2019* N/A D-D As reported by the animal owner, a 7 month old male kitten feline
19UK002053; Breed: Feline FIPRONIL (signalment otherwise unknown) was administered FRONTLINE
-; United Kingdom  j(unknown} 10%/8 PLUS SPOT ON CAT (batch S41113AW expiry AUG 2021, further
Sex: M METHOPRENE details unknown) for two months by the animal owner, for fleas.
Sex qualifier: 12% SPOT ON The animal owner reports that they have used FRONTLINE
Unknown Other products products for many years and have been happy. However they have
Age: 7.00 used: no other used FRONTLINE PLUS for 2 months on their now 7 month old

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Month(s) products kitten and are shocked at how many fleas and how much dirt is still
Weight: Unknown Route: unknown on him. The animal owner asks if the product is genuine.
Was the
product used
ok?: Unknown
to Company
03-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 30-Jun-2019 30-Jun-2019 0 Day(s) D-D As reported by the veterinary nurse, Frankie, a 8.5 year old male
19UK002056; Breed: Bulldog FIPRONIL SPOT neutered Bulldog canine, weighing 30 kg and in good condition,
Surrey; United Sex: M ON DOG was administered FRONTLINE SPOT ON DOG (assumed
Kingdom Sex qualifier: Other products FRONTLINE SPOT ON DOG L, batch and expiry unknown, details
Neutered used: no other unknown} by the animal owner on 30 JUN 2019 for an unknown
IAge: 9.50 Year(s) products indication. The product was applied on Sunday and they have
\Weight: 30 kg Route: unknown been taking ticks off every day since. The veterinary nurse said
'Was the that they didn't know if the ticks had been on the dog since Sunday
product used but that they are happy that the animal cwner applied the product
ok?: Yes correctly. They want to give NEXGARD SPECTRA now.
03-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 29-Jun-2019 Jul-2018* 13 Day(s} D-D As reported by the animal owner, Cooper a neutered female
19UK002061; Breed: Norwegian FIPRONIL SPOT Norwegian Forest Cat aged born on 07 SEP 2017 and weighing 5
-; United Kingdom  {Forest Cat ON CAT kg and in good condition, was given FRONTLINE SPOT ON CAT
Sex: F Other products (batch and expiry unknown) on 29 JUN 2018 topically between the
Sex qualifier: used: no other shoulder blades by the animal owner for parasite control. The
Neutered products animal owner reports that they applied the product after seeing
Age: 22.00 Route: Topical / Cooper having a bit of a scratch, they did not see any fleas but did
Month(s} Cutaneous notice some scabs around the neck area so they thought it best to
Weight: 5 kg Was the treat for fleas. Cooper is a house cat and lives with two other cats,
product used both of which did not receive any flea treatment as there was no
ok?: Yes scratching going on. Cooper is now licking her foreleg, wiping
under her chin and is over washing and over cleaning. She has not
made herself sore. The animal owner took the cat to the vet on 03
JUL 2019. The attending vet reports that the cat had pruritic scabs
on the dorsal midline, inflamed ventral abdomen, groin and inner
thighs, and diagnosed Flea Allergy Dermatitis. The cat was treated
with Depo-Medrone injection 0.4 ml subcutaneously. The attending
vet believes the clinical signs are due to FAD and not
FRONTLINE.
03-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 01-Jul-2019 01-Jul-2019 0 Day(s) D-D As reported by the animal owner, a male neutered Lurcher canine
19UK 002064, Breed: Canine FIPRONIL SPOT aged 8 years (signalment otherwise unknown) was given
- United Kingdom  {Other ON DOG FRONTLINE {assumed FRONTLINE SPOT ON DOG M, batch
Sex: M Other products and expiry unknown) on 01 JUL 2019 topically to the back of the
Sex qualifier: used: no other neck by the animal owner because they saw fleas on the dog. The
Neutered products animal owner reports that they are still seeing fleas and have just
Age: 8.00 Year(s) Route: Topical / removed 15 fleas. The animal owner is not being bitten, the dog
Weight: Unknown Cutaneous was untreated when they first noticed lots of fleas on him. The
Was the animal owner states that they now live in a different house and the
product used dog still has fleas on him, so feels that the product has not worked.
ok ?: Unknown The animal owner is unsure if the product was in date when they
to Company used it. The dog was wearing a collar when the product was
applied. Start date for submission purposes only.
04-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: N/A 24-Jun-2019 within 12 hours D-D Dog administered Frontline Spot on Dog 10% w/v Spot on Solution
19UK002065; Breed: Retriever FIPRONIL SPOT developed a hot spot on back of neck where spot on applied,
-; United Kingdom  {Labrador ON DOG alopecia, oozing red broken skin {coded application site moist
Sex: F Other products eczemay) in circular lesion within 12 hrs. Reaction duration
Sex qualifier: used: no other unknown. Previous exposures but no reactions.
Neutered products UPDATE 26 JUL 2019: The animal owner reported to the MAH that
Age: 1.67 Year(s) Route: Topical / their one year old Labrador Billie, had a reaction to FRONTLINE

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Weight: 26 kg Cutaneous SPOT ON FLEA AND TICK TREATMENT. It burned her skin 12
Was the hours after it was applied, leaving some of her without any hair and
product used weeping. The vet said that the cause was the FRONTLINE. The
ok?: Unknown animal had her fur shaved off so that the vet could clean off the
to Company FRONTLINE and was put on a course of antibiotics. After almost a
month, the hair has grown back and the animal has fully
recovered. The animal is a healthy Labrador without any health
issues and this was the first sericus trip to the vet.
03-Jul-2019  UAE; Species: Canine 2 2 0 [Product used: N/A 26-Jun-2019 0 Day(s) D-D As reported by the animal owner, Bella, a Collie cross Jack Russell
18UK002071; Breed: Canine FIPRONIL Terrier canine, and Narla, a Jack Russell Terrier cross Chihuahua
Berkshire; United various breeds 10%/8 canine, both 8 years old female neutered, weighing 9.5 kg and in
Kingdom Sex: F METHOPRENE good condition, were administered FRONTLINE PLUS (assumed
Sex qualifier: 9% SPOT ON FRONTLINE PLUS SPOT ON DOG S) (batch $62709BW expiry
Neutered Other products SEP 2021) (details unknown} by the animal owner, on 26 JUN
IAge: 9.00 Year(s) used: no other 2019 as they saw fleas. The animal owner reports that they have
Weight: 9.5 kg products used the product for a good couple of years and never had any
Route: unknown issues. The animal owner applied the product a week ago because
Was the they saw fleas but the product hasn't worked because they have
product used still got fleas. The animal owner, literally just now, put the flea
ok?: Unknown comb through them and got ten fleas off them. The animal owner is
to Company using a household flea spray as per the instructions made by
Beaphar. The animal owner shampoos both dogs once a week
with a flea shampoo.
03-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: N/A 03-Jul-2019* N/A D-D As reported by the animal owner, a dog (signalment otherwise
19UK002072; Breed: Canine FIPRONIL unknown), was treated with FRONTLINE PLUS (estimated as
- United Kingdom  }(unknown} 10%/S FRONTLINE PLUS SPOT ON DOGS M} batch number:
Sex: U METHOPRENE S62911AX and expiry date: SEP 2021, route and frequency
Sex qualifier: 9% SPOT ON unknown, administered by unknown. The owner reported that they
Unknown Other products were still removing numerous ticks, 3 the other day in various
Age: - used: no other developmental stages. The owner reported that on 02 JUL 2019
Weight: Unknown products they found a large tick in the thick hair of the dog, that was clearly
Route: unknown not dead (which was the claim of the product) and the reason for
Was the the owner spending the money. The owner was sorely

product used
ok?: Unknown
to Company

disappointed and was reluctant to put more chemicals on their dog,
as it was clearly ineffective. The owner wondered if they could
have purchased a duff batch. No further information was supplied.
Date of event added for submission purposes only.

UPDATE 30 JUL 2019: QA results received - Investigation
completed for FIPRONIL 10%/S METHOPRENE 9% SPOT ON
Lot# S62911AX, expiry 2021-08-30. Case investigated by France.
Final complaint evaluation An adverse event for FRONTLINE
PLUS SPOT ON DOGS M, batch number S62911AX , was
received by BIAH QA on the 15 of July 2019. This is the first
complaint for this batch. The complaint sample is not received. The
retention sample is conform (aspect). Batch record review: Bulk
batch S629 Manufacturing date: 20/10/2018 - Expiry date: 08/2021
- Manufacturing quantity: 2399 liters. No deviation and observation
are associated to this batch and this batch was not concern by any
change control. The results of QC testing are conform at
specifications. All parameters verified during manufacturing of this
batch of bulk are conform. Filling batch S62911 Manufacturing
date: 29/10/18 - Expiry date: 09/2021 - Manufacturing quantity: 24
680 blisters. The results of QC testing are conform at
specifications. No deviation is associated to this batch and this
batch was not concern by any change control. One observation is
notified and not associated to this defect

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
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Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
03-Jul-2018  UAE; Species: Feline 1 1 0 (Product used: 07-Apr-2019 Feb-2019* N/A D-D As reported by the animal owner, Luna, a 13 year old female
19UK002073; Breed: Domestic FIPRONIL Domestic Short Hair feline, weighing 5 kg and in unknown
-; United Kingdom  {Shorthair 10%/S condition, was administered FRONTLINE PLUS SPOT ON CAT
(Crossbreed) METHOPRENE (batch and expiry unknown) topically to the skin just in front of the
Sex: F 12% SPOT ON shoulder blades, by the animal owner at an unknown dose, on 07
Sex qualifier: Other products APR 2019, 11 MAY 2019, 07 JUN 2019 and 03 MAY 2019 for an
Unknown used: FIPRONIL unknown indication. The animal owner reports that prior to this they
Age: 13.00 Year(s) SPOT ON CAT; used FRONTLINE SPOT ON CAT. The animal owner reports that
Weight: 5 kg the fleas are getting worse and they have been using FRONTLINE
Route: Topical / PLUS for three months now. The animal owner first noticed fleas
Cutaneous on the animal 5 months ago. They try to use the product all year
Was the round but didn't do it for some months over the winter. The animal
product used then got a flea infestation and they switched from FRONTLINE to
ok ?: Unknown FRONTLINE PLUS. People in the home are being bitten and the
to Company animal spends time indoors and outdoors. All animals that live in
the house and in-contact animals have been treated with a flea
product, the animal owner is seeing many fleas - 5 or more at the
same time, the animal never gets bathed or goes swimming and
the animal owner has not lived in their home for less than a year.
The animal owner has treated the home with an environmental flea
treatment, washed the pet's bedding at over 60 degrees and
regularly vacuumed all areas that the pet can access.
04-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: Jan-2018* 01-Jul-2019* N/A D-D As reported by the animal owner, a feline (signalment otherwise
19UK002083; Breed: Feline FIPRONIL SPOT unknown) was administered FRONTLINE (assumed FRONTLINE
-; United Kingdom  j(unknown} ON CAT SPOT ON CAT, batch and expiry unknown, details unknown) by
Sex: U Other products the animal owner, at a dose of 1 dose monthly for 18 months
Sex qualifier: used: no other (estimated to start JAN 2018) for an unknown indication. The
Unknown products animal owner reports that the animal has got fleas again and that
Age: - Route: unknown they think that the product has stopped working. Start date added
Weight: Unknown Was the for submission purposes only.
product used
ok?: Unknown
to Company
05-Jul-2018  UAE; Species: Feline 1 1 1 |Product used: N/A Jun-2019* N/A D-A As reported by the animal owner, Winks, a feline (signalment
19UK002088; Breed: Feline FIPRONIL SPOT otherwise unknown) was administered FRONTLINE (assumed
-; United Kingdom  j(unknown} ON CAT FRONTLINE SPOT ON CAT, batch and expiry unknown, further
Sex: U Other products details unknown) for an unknown indication. The animal owner
Sex qualifier: used: no other reports that they have been really pleased with the service but that
Unknown products they are going to try ancther treatment for their animals due to
Age: - Route: unknown financial reasons and unfortunately one of their cats, Winks,
Weight: Unknown Was the passed away a few weeks ago.
product used
ok?: Unknown
to Company
05-Jul-2019  JUAE; Species: Canine 4 4 0 |Product used: N/A 2019~ N/A D-D As reported by the animal owner, terrier canines (estimated as 4),
19UK002091; Breed: Terrier FIPRONIL SPOT signalment otherwise unknown) were administered FRONTLINE
-; United Kingdom  {Breeds (500 ON DOG (assumed FRONTLINE SPOT ON DOG M, batch and expiry
Series) Other products unknown, details unknown} at a dose of once every three months
Sex: U used: Bravecto; for an unknown indication. The animal owner saw fleas and so
Sex qualifier: went to treating monthly. Four months ago the animal owner
Unknown Route: unknown started using Bravecto. There are still fleas in the house. The
Age: - 'Was the animal owner has had the carpets cleaned. Start date added for
Weight: Unknown product used submission purposes only.
ok?: Unknown
to Company

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
05-Jul-2018  JUAE; Species: Canine 2 2 0 (Product used: 01-Jun-2019 04-Jul-2019 0 Day(s) D-D As reported by the animal owner via social media, approximately 2
19UK002092; Breed: Canine FIPRONIL canines (signalment otherwise unknown) were administered
-, United Kingdom  §(unknown) 10%/S FRONTLINE PLUS (assumed FRONTLINE PLUS SPOT ON DOG
Sex: U METHOPRENE M, batch and expiry unknown, dosing details unknown} by the
Sex qualifier: 9% SPOT ON animal owner on 01 JUN 2019 and again yesterday, 04 JUL 2019,
Unknown Other products for fleas. The animal owner reports that they applied the product to
Age: - used: no other their dogs on 01 JUN 2019 and found live fleas on them yesterday,
Weight: Unknown products and lots of flea dirt. They were absolutely riddled. The animal
Route: unknown owner repeated FRONTLINE PLUS and still there are live fleas
Was the today. The animal owner is really disappointed and thought that it
product used lasted 8 weeks.
ok?: Unknown
to Company
05-dul-2019  JUAE; Species: Feline 2 2 0  |Product used: 2016* 2019 N/A D-D As reported by the animal owner, two felines (signalment otherwise
19UK002093; Breed: Feline FIPRONIL SPOT unknown) were administered FRONTLINE SPOT ON CAT (batch
-; United Kingdom  j(unknown} ON CAT and expiry unknown, details unknown) every 4 weeks for a long
Sex: U Other products time (start date estimated as 2016) for an unknown indication. The
Sex qualifier: used: no other product was last applied a week and a half ago (estimated as 25
Unknown products JUN 2019) and the animal owner is still seeing fleas. The animal
Age: - Route: unknown owner is hoovering like mad and has sprayed the furniture, as well
Weight: Unknown Was the as stopped the animals going into the living room. Start date added
product used for submission purposes only.
ok?: Unknown
to Company
06-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: N/A 28-dun-2019 0 Day(s) D-D As reported by the animal owner, a female canine (signalment
19UK002097; Breed: Canine FIPRONIL SPOT otherwise unknown) was administered FRONTLINE (assumed
-; United Kingdom  j(unknown} ON DOG FRONTLINE SPOT ON DOG M) (details unknown) by the animal
Sex: F Other products owner a week ago (29 JUN 2019) for an unknown indication. The
Sex qualifier: used: no other animal owner reports that they used FRONTLINE as directed and
Unknown products one week after application the animal has had three ticks on her
Age: - Route: unknown with their blood sacs full.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
06-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: Jan-2019* Jan-2019* N/A D-D As reported by the animal owner, a canine (signalment otherwise
19UK002098; Breed: Canine FIPRONIL unknown) was administered FRONTLINE PLUS (assumed
-; United Kingdom  j(unknown} 10%/S FRONTLINE PLUS SPOT ON DOG M) (batch and expiry
Sex: U METHOPRENE unknown) (details unknown) every 4 weeks for 6 months for an
Sex qualifier: 9% SPOT ON unknown indication. The animal owner reports that they are still
Unknown Other products finding 2 to 3 fleas on the animal every day, and asks if fleas have
Age: - used: no other become immune to the product now as they are disappointed with
Weight: Unknown products the resuiits.
Route: unknown
Was the
product used
ok?: Unknown
to Company
06-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: Jan-2019* Jan-2019* N/A D-D As reported by the animal owner, a feline (signalment otherwise
19UK002089,; Breed: Feline FIPRONIL unknown} was administered FRONTLINE PLUS (assumed
- United Kingdom  {unknown) 10%/S FRONTLINE PLUS SPOT ON CATS) (batch and expiry unknown)
Sex: U METHOPRENE (details unknown} every 4 weeks for 6 months for an unknown
Sex qualifier: 12% SPOT ON indication. The animal owner reports that they are still finding 2to 3
Unknown Other products fleas on the animal every day, and asks if fleas have become
immune to the product now as they are disappointed with the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: - used: no other results.
Weight: Unknown products
Route: unknown
Was the
product used
ok?: Unknown
to Company
06-Jul-2018  UAE; Species: Feline 1 1 0 [Product used: N/A 07-Jul-2019 2 Day(s) D-D As reported by the animal owner's friend, a feline (signalment
19UK002100; Breed: Feline FIPRONIL SPOT otherwise unknown) was administered FRONTLINE (assumed
- United Kingdom  }(unknown) ON CAT FRONTLINE SPOT ON CAT) (batch and expiry unknown} (details
Sex: U Other products unknown) by the animal owner's friend, on Friday 05 JUL 2019 for
Sex qualifier: used: no other fleas treatment. The animal owner’s friend reports that they put
Unknown products FRONTLINE on the animal and then sprayed around the house
Age: - Route: unknown with flea treatment, but they couldn't spray their friend's chair
Weight: Unknown Was the where she and the cat slept together. The animal owner's friend
product used asks if some fleas have got back onto the animal as it seems that
ok?: Unknown their friend has seen one running around the animal's throat today.
to Company
07-Jul-2018  JUAE; Species: Feline 4 4 0 |Product used: N/A 01-Jul-2019* N/A D-C As reported by the animal owner, 3 cats, Romeo a neutered male
19UK002101; Breed: Feline FIPRONIL Domestic Shorthair aged 7 years, and 2 further cats, Beany and
-; United Kingdom  jvarious breeds SPRAY ltchy, 1 of which was specified as female (signalment otherwise
Sex: X Other products unknown), were treated with FRONTLINE SPRAY (batch number:
Sex qualifier: used: RO1502A and expiry date: FEB 2020}, topically, frequency
Unknown Chloramphenicol unknown, administered by the cat's owner recently onan
lAge: 7.00 Year(s) ; unspecified date. After administration, the owner reported that all 3
Weight: Unknown Advocate; of the cats had reacted with a burn and their fur had been removed
Droncit; (the fur was coming out in clumps), the cats had cuts and were
Depomedrone; also bleeding. The owner was shocked that the flea treatment had
burned their cats. The owner reported that the cats were in pain
Route: Topical / and were also itching. One of the cats had 3 legs and was in very
Cutaneous bad pain if anything touched the area, the cat screamed and was a
Was the very timid cat as it had been living rough for many years in a petrol
product used station with the leg smashed and so it had knitted to her chest. The
ok?: No (Others) cat had been taken intoc a rescue centre 4 years after this had
happened and had to have the leg removed, so had suffered
enough pain. The other two cats were bleeding and itching and in
pain with the burns the product had given them. The cat’s did not
have fleas they just used the drops to protect them. The owner
had contacted her friends to tell them to stop using the treatment at
the rescue centre. The owner had sought advice from their vet and
the vet was dispensing some antibiotics for the cats. The owner
reported that they had always used FRONTLINE on the cats so
could not understand why they would have a reaction as they did.
The animal owner added that the 3 legged cat is semi feral and
cannot go to the vets at all. She has a fear of them and can't go in
a cat carrier at all. She won't even go to people she won't know.
The animal's back is very bad and if she rolls on it at all she will
scream and she can't get up as she has only 3 legs. The
FRONTLINE ran down from her neck to her back as it seemed to
leak. The
08-Jul-2019  [UAE; Species: Canine 1 1 0 [Product used: N/A 08-Jul-2019* N/A D-D As reported by the animal owner, Jerry, a neutered male Jack
19UK002102; Breed: Terrier FIPRONIL Russel Chihuahua cross breed dog of unknown age, weighing 4 kg
-; United Kingdom  §(Jack Russell) 10%/S and of good health, was treated with 1 pipette of FRONTLINE
Sex: M METHOPRENE PLUS (estimated to be FRONTLINE PLUS SPOT ON DOG M)
Sex qualifier: 9% SPOT ON batch number and expiry date unknown, every 4 weeks,
Neutered Other products administered to the back of the neck by the dog’s owner. In the

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: - used: no other past few days (unknown time since the last dose) the owner
Weight: 4 kg products reported that they had noticed flea bites all underneath the dog that
Route: Topical / were very red looking, with some also present on his back. The
Cutaneotus owner had combed the dog and noticed the red marks under his
Was the coat, and has also reported seeing 1 flea. The owner also reported
product used that there were bites on the owner’s legs and stomach, as they had
ok?: Yes noticed the dog sleeping up against the owner’s stomach. The
owner had fumigated the house, vacuumed and washed all the
bedding at 60 degrees. The owner had no other pets other than a
tortoise. Date of event added for submission purposes only.
08-Jul-2019  JUAE; Species: Feline 1 1 0 |Product used: N/A 09-dul-2019* 3 Day(s) D-D As reported by the animal owner, a male cat (signaiment otherwise
1SUK002106; Breed: Feline FIPRONIL unknown), was treated with FRONTLINE PLUS SPOT ON CATS
- United Kingdom  {unknown) 10%/S (batch number and expiry date unknown), applied by the cat’s
Sex: M METHOPRENE owner a couple of days previous to the date of the report (date of
Sex qualifier: 12% SPOT ON administration estimated to be 06 JUL 2019). The owner reported
Unknown Other products on 08 JUL 2019 that the cat was still jumping mid-walk and
Age: - used: no other scratching away which suggested the cat was still being bothered
Weight: Unknown products by fleas. The owner wanted to know if they could give the cat a flea
Route: Topical / tablet. No further information was supplied.
Cutaneous
Was the
product used
ok?: Unknown
to Company
07-Jul-2018  UAE; Species: Canine 1 1 0 [Product used: N/A 2019* N/A D-D As reported by the animal owner, a male canine (signaiment
19UK002114; Breed: Canine FIPRONIL SPOT otherwise unknown} was administered FRONTLINE SPOT ON
- United Kingdom  }(unknown) ON DOG DOG S (batch and expiry unknown, details unknown) by the animal
Sex: M Other products owner, for fleas. The animal owner reported that they started to
Sex qualifier: used: no other use the product when they first bought their rescue dog, and after a
Unknown products couple of years the animal got fleas and they had to treat the whole
Age: - Route: unknown house with flea foggers. The animal owner then decided to change
Weight: Unknown Was the to Advocate flea treatment and this was used for some years until
product used they found out that the company were producing neonicotinoid
ok?: Unknown pesticides which were killing their bees, so went back to using
to Company FRONTLINE. Now their dog has fleas again and they have just had
to treat the house, which the animal owner finds quite annoying.
The animal owner asks if fleas are becoming immune to the
treatment. Start date added for submission purposes only.
07-dul-2019  JUAE; Species: Feline 1 1 0 |Product used: N/A 2019* N/A D-D As reported by the animal owner, a feline (signalment otherwise
19UK002115; Breed: Feline FIPRONIL SPOT unknown) was administered FRONTLINE SPOT ON CAT (batch
-; United Kingdom  j(unknown} ON CAT and expiry unknown, details unknown) for fleas. The animal owner
Sex: U Other products reported to the reporter that while using the product their animal
Sex qualifier: used: no other got fleas and so stopped using the products. Start date added for
Unknown products submission purposes only.
Age: - Route: unknown
Weight: Unknown Was the
product used
ok?: Unknown
to Company
09-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 08-Jui-2019 08-Jul-2019 0 Day(s) D-D As reported by the animal owner, a male Scottish Terrier
19UK002118; Breed: Scottish FIPRONIL (signalment otherwise unknown) was given 1 dosage form of
-, United Kingdom  {Terrier 10%/8 FRONTLINE PLUS SPOT ON DOGS M (batch number S60711AL
Sex: M METHOPRENE and expiry date FEB 2021) on 08 JUL 2019 topically to the nape of
Sex qualifier: 9% SPOT ON the neck by the animal owner because the dog was scratching a
Unknown Other products lot. The product was applied at about 1 pm or 2 pm that afternoon.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
Age: - used: FIPRONIL In the night, after administration, the dog was going mad
Weight: Unknown SPOT ON DOG; scratching and crying all night long. The animal owner then applied
another vial of FRONTLINE PLUS the following morning (09 JUL
Route: Topical / 2019). The dog has received and always responded to
Cutaneous FRONTLINE (assumed FRONTLINE SPOT ON DOG M, batch
Was the and expiry unknown) in the past, but this time he hasn't really
product used responded.
ok?: No
(Overdose}
09-Jul-2019  UAE; Species: Feline 3 3 0 [Product used: 21-Jun-2019 09-Jul-2019 18 Day(s} D-D As reported by the animal owner, 3 cats (signalment otherwise
19UK002122; Breed: Feline FIPRONIL unknown), of good health, were treated with FRONTLINE PLUS
- United Kingdom  {unknown) 10%/S SPOT ON CATS (batch number and expiry date unknown) at a
Sex: U METHOPRENE dose of 1 pipette, applied by the owner to the back of the cat’s
Sex qualifier: 12% SPOT ON necks on 21 JUN 2019, as a flea treatment, as the owner saw
Unknown Other products loads of fleas on all of the cats, about 300 fleas. The owner
Age: - used: Bob purchased FRONTLINE PLUS and applied it on the 21 JUN 2019.
Weight: Unknown Martin; A couple of weeks after it worked the owner said it was really good
and they were only really seeing 2 fleas, but now they are seeing
Route: Topical / more around 6 fleas. The owner was being bitten and was sitting
Cutaneous on the laminate flooring and had been able to catch one. The
Was the owner reported that before FRONTLINE PLUS the owner was
product used using Bob Martin now and then, but they could not remember the
ok?: Yes last time they had used it.
00-dul-2019  JUAE; Species: Canine 2 2 0 |Product used: Jun-2018* Jul-2019* N/A D-D As reported by the animal owner, 2 German Shepherd dogs
19UK002123; Breed: German FIPRONIL (signalment otherwise unknown), were treated with FRONTLINE
-, United Kingdom  |Shepherd Dog 10%/S PLUS (estimated to be FRONTLINE PLUS SPOT ON DOGS XL)
Sex: U METHOPRENE batch number and expiry date unknown, administered by the dog's
Sex qualifier: 9% SPOT ON owner since JUN 2018. The owner reported that they had seen an
Unknown Other products increase in fleas that are active on the dog's even though they had
Age: - used: no other treated and restricted the area they were in. There had also been a
Weight: Unknown products small number of fleas appearing at a house they visited a couple of
Route: unknown weeks ago, making them think that flea eggs must have been left
Was the there. Date of event added for submission purposes only.
product used
ok?: Unknown
to Company
09-Jul-2018  UAE; Species: Canine 1 1 0 [Product used: N/A 10-Jul-2019 N/A D-D As reported by the attending vet, Zac a neutered male
19UK002126; Breed: FIPRONIL SPOT Staffordshire Bull Terrier cross canine born on 13 JUN 2015,
-; United Kingdom  {Staffordshire ON DOG weighing 24.1 kg and in good condition, was given NEXGARD
Terrier (American) Other products SPECTRA S (batch number AA1768SAY expiry date AUG 2020)
Sex: M used: on 04 JUL 2019 at a dose of one dosage form by the animal owner
Sex qualifier: AFOXOLANER as a parasiticide. The attending vet reports that this is the first dose
Neutered 18.75 MG/ of NEXGARD SPECTRA the dog has received. The animal has
IAge: 4.00 Year(s) MILBEMYCIN previously had FRONTLINE {(assumed FRONTLINE SPOT ON
Weight: 24.1 kg OXIME 3.75 MG DOG S, batch and expiry unknown) but the animal owner was not
CHEWABLE compliant. The attending vet saw 3 fleas on the dog in a 10 minute
TABLETS; consult. The animal owner alsc has a cat that was treated last
Indorex; week with Bravecto. The house has been treated with Indorex. The

Route: unknown
Was the
product used
ok?: No
(Treatment /
vaccination
program not

dog goes outdoors for walks.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
respected)
10-Jul-2019  UAE; Species: Canine 1 1 0  |Product used: N/A 10-Jul-2019* N/A D-D As reported by the animal owner, a dog (signalment otherwise
18UK002128; Breed: Canine FIPRONIL SPOT unknown), was treated with FRONTLINE (estimated as
-; United Kingdom  j(unknown} ON DOG FRONTLINE SPOT ON DOG M) batch number and expiry date
Sex: U Other products unknown, route and frequency unknown, administered by
Sex qualifier: used: no other unknown, on 3 occasions {dates unspecified). On 10 JUL 2018 the
Unknown products owner reported that the dog was still infested with fleas. No further
Age: - Route: unknown information was supplied.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
10-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: N/A 10-Jul-2019* N/A D-D As reported by the animal owner, a dog (signaiment otherwise
19UK002129; Breed: Canine FIPRONIL SPOT unknown), was treated with FRONTLINE (estimated as
Lancashire; United  }(unknown} ON DOG FRONTLINE SPOT ON DOG M) batch number and expiry date
Kingdom Sex: U Other products unknown, route and frequency unknown, administered by
Sex qualifier: used: no other unknown, on 3 occasions {dates unspecified). On 10 JUL 2018 the
Unknown products owner reported that the FRONTLINE did not work and that it was
Age: - Route: unknown rubbish and the dog was still crawling with fleas. The owner then
Weight: Unknown Was the went to the vet. No further information was supplied.
product used
ok?: Unknown
to Company
10-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 08-Jul-2019* 10-dul-2019 2 Day(s) D-D As reported by the animal owner, a kitten (signalment otherwise
19UK002134; Breed: Feline FIPRONIL SPOT unknown), was treated with FRONTLINE, (estimated as
- United Kingdom  {unknown) ON CAT FRONTLINE SPOT ON CAT) batch number and expiry date
Sex: F Other products unknown, route and frequency unknown, by the cat’s owner over
Sex qualifier: used: no other 24 hours before the date of the report (date estimated as 08 JUL
Unknown products 2019). On 10 JUL 2018 (over 24 hours following product
Age: Kitten Route: Topical / administration) the owner reported that they could still see fleas on
Weight: Unknown Cutaneous the kitten. The owner enquired as to whether they needed to apply
Was the another capsule and when the fleas would all die.
product used
ok?: Unknown
to Company
11-Jul-2019  UAE; Species: Feline 3 3 0 |Product used: N/A 11-Jul-2019 13 Day(s) D-D As reported by the animal owner, 3 cats (signalment otherwise
19UK002139; Breed: Feline FIPRONIL unknown) were treated with FRONTLINE PLUS SPOT ON CAT
-; United Kingdom  j(unknown} 10%/8 (batch number and expiry date unknown), applied correctly by the
Sex: U METHOPRENE owner on 28 JUN 2019 as a parastticide. On 18 JUL 2019 the
Sex qualifier: 12% SPOT ON owner reported that there were still fleas on the cats, and flea eggs
Unknown Other products on the furniture (as of 11 JUL 2019). The owner had not seen one
Age: - used: dead flea in their house since they applied it. They also had treated
Weight: Unknown FRONTLINE the home with FRONTLINE flea killer (assumed to be FRONTLINE
PETCARE PETCARE HOMEGARD HOUSEHOLD FLEA SPRAY) and that
HOME AND did not work either. The owner brought the product from a store
ENVIRONMENT and when the owner returned on 17 JUL 2019 they were informed
FLEA SPRAY; that the product could take up to 3-6 months to work. The owner
confirmed that they did apply it correctly. The owner insisted on
Route: Topical / getting a refund. The cats were still uncomfortable and scratching
Cutaneous and the owner was not happy and would never buy the product
Was the again. An appointment with the vet had been bocked to get
product used another product that actually worked.
ok?: Yes
10-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: N/A 06-Jul-2019 0 Day(s) D-D As reported by the animal owner, a puppy (signaiment otherwise

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
19UK002140; Breed: Canine FIPRONIL unknown) was given FRONTLINE SPOT ON (assumed
- United Kingdom  (unknown) 10%/S FRONTLINE SPOT ON DOG S, batch and expiry unknown) on 06
Sex: M METHOPRENE JUL 2019 via an unknown route given by the animal owner as a
Sex qualifier: 9% SPOT ON parasiticide. The animal owner reports that they have been giving
Unknown Other products the product monthly (start date unknown) and have not missed any
Age: - used: no other treatments, but the product hasn't killed any of the fleas and now
Weight: Unknown products where the dog has been nibbling, he has a small bald patch.
Route: unknown
Was the
product used
ok?: Unknown
to Company
10-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: N/A 09-Jul-2019 0 Day(s) D-D As reported by the animal owner, Zigi, a 7 year old male neutered
19UK002141; Breed: Bedlington FIPRONIL Bedlington Terrier canine, weighing 10 kg and in good condition,
-; United Kingdom  {Terrier 10%/S was administered FRONTLINE SPOT ON DOG (assumed
Sex: M METHOPRENE FRONTLINE SPOT ON DOG §, batch M22613BX expiry NOV
Sex qualifier: 9% SPOT ON 2018} topically to the back of the neck, by the animal owner, at a
Neutered Other products dose of 1 pipette, on 09 JUL 2019 for an unknown indication. The
Age: 7.00 Year(s) used: no other animal owner saw fleas a couple of days ago and applied
Weight: 10 kg products FRONTLINE SPOT ON yesterday. The animal owner is still seeing
Route: Topical / fleas and wants to apply a flea shampoo.
Cutaneous
Was the
product used
ok?: No
(Expired)
10-Jul-2019  UAE; Species: Feline 1 1 0  |Product used: N/A May-2019* N/A D-D As reported by the animal owner, Harvey a 19 or 20 year old male
19UK002142; Breed: Feline FIPRONIL SPOT feline (signalment otherwise unknown), was treated with

-; United Kingdom

(unknown}

Sex: M

Sex qualifier:
Unknown

Age: 19.00 Year(s)
Weight: Unknown

ON CAT

Other products
used: FIPRONIL
10%/8
METHOPRENE
12% SPOT ON;

Route: unknown
Was the
product used
ok?: Unknown
to Company

FRONTLINE SPOT ON CAT (batch and expiry unknown) (details
unknown} by the anima! owner when the animal had fleas. The
animal owner reported that the animal has gone for quite some
time without fleas, but recently they noticed them and so the
bought and administered FRONTLINE PLUS SPOT ON CAT
(batch number: R40718AW, expiry date: 06-2020), route unknown,
on 04 JUN 2019. The animal owner had first noticed the fleas on
the cat in mid-MAY 2019, and previously had only treated the cat
when he had fleas, and overall not often. Following this application
the owner reported that the product did not work at all and that the
next day and on subsequent days, the cat still had fleas. The
owner could not find information telling them how soon after the
first application the FRONTLINE could be reapplied, and so on 09
JUN 2019 (5 days following first product administration) they
reapplied the FRONTLINE PLUS, however then reported that it
had not worked again. The owner reported that when combing the
cat's hair they would find 1 or 2 fleas. The cat goes outside and
was not wearing a collar when the product was applied, the owner
thoroughly cleaned all of the cat’s sleeping areas but not treated
the house with a spray, and none of the people in the house were
bitten. The owner was upset toc see the cat looking so
uncomfortable and his balance is not good so when he tries to
scratch himself he almost falls over. The owner wondered what
she could do and whether it was safe to give him more and also
indicated their main area of concern as being the time between
treatments as they reported that it was very clearly marked on the
FRONTLINE product but they could find no information on the
FRONTLINE PLUS treatment product.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
10-Jul-2018  JJAE; Species: Canine 1 1 0 (Product used: 01-Jul-2018 07-Jul-2019 6 Day(s) D-D As reported by the animal owner, a male Bichon Frise dog aged 7
19UK002143; Breed: Bichon FIPRONIL years and weighing 7 kg (signalment otherwise unknown), was
-; United Kingdom  {Frise 10%/S treated with FRONTLINE PLUS SPOT ON DOG S (batch number
Sex: M METHOPRENE 3$6032AL and expiry date JAN 2021) on 01 JUL 2019), by the dog's
Sex qualifier: 9% SPOT ON owner topically to the back of the neck by the animal owner as a
Unknown Other products parasiticide. The owner reported that the dog had a problem with
Age: 7.00 Year(s) used: Flea fleas for some time and so tried FRONTLINE PLUS but in the 2
Weight: 7 kg collar, weeks since administration they had picked no less than 10 fleas
Bob Martin off the dog. The owner also reported that they had powdered the
house spray; house and sprayed the house and treated the dog several times
Bob Martin but nothing seems to be working and felt very frustrated as they
house powder; had spent £24 on the product. The owner asked for further advice
on other treatments. In the house there is also one cat, two guinea
Route: Topical / pigs and one rabbit. The animal owner reports that they use Bob
Cutaneous Martin products to treat the house (powder and spray) and the last
'Was the time the dog and the cat were taken to the vets, neither of them
product used had fleas. The dog, cat and rabbit are all given flea treatments all
ok ?: Unknown year round whether fleas are seen or not (product unknown} and
to Company the dog and cat wear flea collars all year round. The flea treatment
used on Alfie prior to FRONTLINE PLUS (product unknown) was
not working as Alfie still had fleas. Alfie had a bath before
FRONTLINE PLUS was applied on 01 JUL 2019, then had another
bath on 07 JUL 2019 because fleas were noticed, so another
FRONTLINE PLUS was applied on the same day. Alfie was bathed
again on 11 JUL 2019 as 5 fleas were removed from him last night
(10 JUL 2019) and ancther 6 were removed during the bath. Alfie
is mainly a house dog but goes outside to do his business, the cat
comes and goes as he pleases but hasn't ever had fleas inthe 8
years the anima! owner has had him, the fleas only seem to have a
taste for Alfie. The rabbit lives outside in a hutch and the guinea
pigs live in the house in cages. The animal owner aims to bathe
Alfie monthly but
10-Jul-2019  UAE; Species: Feline 1 1 0 |Product used: Apr-2019* 01-Jul-2019* N/A D-D As reported by the animal owner, a cat (signalment otherwise
19UK002144; Breed: Feline FIPRONIL SPOT unknown), was treated with FRONTLINE PLUS (estimated as
-; United Kingdom  j(unknown} ON CAT FRONTLINE PLUS SPOT ON CAT), batch number and expiry date
Sex: U Other products unknown, for the last 3 months, route unknown, by the cat's owner.
Sex qualifier: used: no other The owner reported that the product did not work as the cat had
Unknown products fleas. The owner also reported that the fleas were in their home
Age: - Route: unknown and that it will cost them a fortune to get rid of the fleas. The
Weight: Unknown Was the owner's children had also been bitten and the cat was scratching,
product used and is worried the problem is going to get out of control. Start date
ok ?: Unknown for submission purposes only.
to Company
11-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: 04-Jui-2019 04-Jul-2019* 0 Day(s) D-D As reported by the animal owner, Mia a neutered female Domestic
19UK002145; Breed: Domestic FIPRONIL Shorthair feline born in 2010 (aged 9 years) and weighing 4.3 kg
-; United Kingdom  {Shorthair 10%/S and in good condition, was given FRONTLINE PLUS SPOT ON
(Crossbreed) METHOPRENE CAT (batch number R407 18 AW expiry date JUN 2020) on 04 JUL
Sex: F 12% SPOT ON 2019 (details otherwise unknown) by the animal owner for parasite
Sex qualifier: Other products control. The animal owner reports that they are not finding
Neutered used: no other FRONTLINE PLUS to be strong enough this year and they do not
iAge: 9.00 Year(s) products think the product is working because the cat is still itchy, scratchy,
Weight: 4.3 kg Route: unknown although they are not seeing any fleas. The animal owner has used
Was the a spray in the house. The animal owner is getting bites up their
product used arms and believes fleas are the cause of these. Start date for
ok?: Yes submission purposes only.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
12-Jul-2018  JJAE; Species: Feline 1 1 0 (Product used: 26-Jun-2019 28-Jun-2018 N/A D-D Lady applied Frontiine Plus (NCA best guessed Frontline Plus
19UK002146; Breed: Feline FIPRONIL Spot-on Cat} to her cat, two days later she noticed that there was a
- United Kingdom  (unknown) 10%/S bald patch on the skin where the treatment was administered.
Sex: M METHOPRENE Unknown as to why the hair has gone, apart from it is the
Sex qualifier: 12% SPOT ON administration site for the frontline she used 2 days previous.
Neutered Other products Reaction duration unknown.
Age: 8.00 Year(s) used: no other
Weight: 5.00 kg products
Route: Topical /
Cutaneous
Was the
product used
ok?: Unknown
to Company
11-Jul-2019  JUAE; Species: Feline 2 2 0 |Product used: Apr-2018* 03-4ul-2019 0 Day(s) D-D As reported by the animal owner via Social Media, Roy and Roger,
19UK00214¢; Breed: Feline (DO FIPRONIL 2 Domestic Shorthair felines, Roy aged 3 years and Roger a
-; United Kingdom  {NOT USE) 10%/S female aged 5 years (signalment otherwise unknown) were
Sex: U METHOPRENE administered FRONTLINE PLUS SPOT ON CAT (batch and expiry
Sex qualifier: 12% SPOT ON unknown} topically (details unknown) by the animal owner on 04
Unknown Other products JUL 2019 to remove fleas. The animal owner reports that it hasn't
iAge: 3.00 Year(s) used: no other worked and that they are really disappointed that they still have a
Weight: Unknown products problem. The animal owner used the product on the cats twice a
Route: Topical / year, only over the summer. They saw fleas on 03 JUL 2019 and
Cutaneous applied the product on 04 JUL 2019. Prior to this administration,
'Was the the product was applied in October 2018 and April 2018. People in
product used the home are being bitten by fleas, the cats spend time indoors
ok?: No only, all animals in the house have been treated, the animal owner
(Treatment / is seeing occasional fleas, the pets never get bathed or go
vaccination swimming, the animal owner has not lived in the home for less
program not than a year, the home has been treated with an environmental flea
respected) spray, the pet's bedding has been washed at 60 degrees and all
areas the pets can access are regularly vacuumed.
11-Jul-2019  UAE; Species: Feline 7 2 0 [Product used: N/A 06-Jul-2019 0 Day(s) D-D As reported by the animal owner, seven felines (signalment
19UK002150; Breed: Feline FIPRONIL otherwise unknown), were administered FRONTLINE PLUS SPOT
-; United Kingdom  §(unknown} 10%/S ON CAT (batch S341113AW expiry AUG 2021) (details unknown) by
Sex: U METHOPRENE the animal owner on 06 JUL 2021 for an unknown indication. The
Sex qualifier: 12% SPOT ON animal owner reports that they are still seeing fleas on a coupie of
Unknown Other products the cats. The animals are treated every month and they go outside.
Age: - used: no other The animal owner is sure that there is no home infestation. All the
Weight: Unknown products animals are in good health.
Route: unknown
Was the
product used
ok?: Yes
11-Jul-2019  JUAE; Species: Canine 2 2 0 |Product used: May-2019* 04-4ul-2019 N/A D-D As reported by the animal owner, Sooty, born 14 DEC 2014 a male
19UK002156; {Breed: Cockapoo FIPRONIL entire Cockerpoo canine, with an estimated weight of 8.7 kg and
Bridge end; United  {Sex: X 10%/S Ruby, born 14 DEC 2014 a female neutered Cockerpoc canine
Kingdom Sex qualifier: METHOPRENE with an estimated weight of 11.1 kg, both of good heaith, were
Mixed 9% SPOT ON treated with FRONTLINE PLUS (estimated as FRONTLINE SPOT
Age: 4.00 Year(s) Other products ON PLUS DOG M), batch number and expiry date unknown, once
\Weight: 8.7 - 11.1 used: no other a month for the last 2 months, administered correctly, by the dog's
kg products owner as they had a problem with fleas. The animal owner
Route: unknown reported that the product was not working and that the animal still
Was the had fleas after 2 applications. The owner purchased the product on
product used a monthly prescription and now wants to cancel this. Due to the
dogs still scratching, becoming distressed and the owner physically

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight
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ok?: Yes seeing fleas, they took the dog to the vets who advised that the
product does not work and hence why they don't sell it any longer.
The vet prescribed Advocate advising this will work.
11-Jul-2019  JUAE; Species: Feline 1 1 Product used: 2018* 21-Jun-2019* N/A D-D As reported by the animal owner, Pancake a 3 year old, neutered
19UK002157; Breed: Domestic FIPRONIL female Domestic Shorthaired feline, of unknown weight and good
- United Kingdom  {Shorthair 10%/S health, was treated with FRONTLINE PLUS SPOT ON CAT (batch
(Crossbreed) METHOPRENE number: S41002AW, expiry date: JUL 2021), correctly
Sex: F 12% SPOT ON administered topically to the back of the neck every 4 weeks, by
Sex qualifier: Other products the cat’s owner from last summer (estimated 2018} for an unknown
Neutered used: FIPRONIL indication. The owner reported that they had used FRONTLINE
Age: 3.00 Year(s) SPOT ON CAT,; SPOT ON for years with no problems. The animal owner had
Weight: Unknown moved to FRONTLINE PLUS last summer. The animal owner last
Route: Topical / applied the product on 24 JUN 2019. A few days before this
Cutaneous application they had noticed the cat scratching a lot and that since
Was the application they had seen one flea on the cat however the cat was
product used not being bitten.
ok?: Yes
11-Jul-2019  JUAE; Species: Feline 4 4 Product used: Mar-2019* Jul-2019* N/A D-D As reported by the animal owner, 4 domestic shorthaired cats,
19UK002164; Breed: Domestic FIPRONIL Buzz and Simba, two 8 year old neutered males, Blue a 10 month
- United Kingdom  {Shorthair 10%/S old neutered female and Gabe a 10 month old neutered male,
(Crossbreed) METHOPRENE weight and condition unknown, were all treated with FRONTLINE
Sex: X 12% SPOT ON PLUS SPOT ON CAT (batch number: S841113AW, expiry date:
Sex qualifier: Other products AUG 2021), starting 4 months ago (estimated MAR 2019),
Neutered used: no other correctly administered topically to the back of the neck every 4
Age: 10.00 products weeks by the cat's owner for an unknown indication. The animal
Month(s) Route: Topical / owner reported that after previously using Advocate form their vets
Weight: Unknown Cutaneous they had changed to FRONTLINE PLUS 4 months ago as paying
Was the for a consultation was too expensive each time they needed more
product used flea treatment. The owner got the FRONTLINE PLUS from the
ok?: Yes chemist and applied it to all 4 of the cats every 4 weeks but
reported that they saw 5 fleas on the cats and the owner’s
daughter was also being bitten. The fleas were reported to be
mainly on the 2 kittens. The cats do go outside, none of the cats
wear collars and the owner reported to have used house spray and
had vacuumed everything.
11-Jul-2019  JUAE; Species: Canine 4 1 Product used: 04-Jul-2019 06-Jul-2019 2 Day(s) D-C As reported by the animal owner, Hiroki a 8 year old, neutered
19UK002165; Breed: Beigian FIPRONIL male Beigian Shepherd canine, weighing 25 kg and of good health,
- United Kingdom  {Sheep Dog 10%/S was treated with FRONTLINE PLUS (assumed FRONTLINE PLUS
Sex: M METHOPRENE SPOT ON DOG L, batch number and expiry date unknown),
Sex qualifier: 9% SPOT ON correctly administered topically by the dog's owner on 04 JUL 2019
Neutered Other products for an unknown indication. On 06 JUL 2019 (2 days following
Age: 9.00 Year(s) used: no other product administration) the owner reported that the dog didn't't eat,
Weight: 25 kg products which is unusual as he is a greedy dog, and this continued into
Route: Topical / Sunday 07 JUL 2019, with the dog also vomiting the food back up
Cutaneous if he did eat anything. The owner was confident that the dog didn't
Was the llick at the product after application and also reported that the dog
product used was very lethargic. From Saturday 068 JUL 2019 onwards the owner
ok?: Yes reported that the dog also started going bald down his front legs,
back, chest, back legs and underside, became covered in open
scabs, that the smell was appalling and that the dog was very
uncomfortable and appeared burnt. The dog had a full course of
Noroclav and Hibi Scrub was washed on the scabs, which resolved
the problem and the dog is now getting better and back to eating
normailly. All of the owner’s other dogs were treated and were fine
(estimated 4 dogs in total). This case is linked to 19UK002167.

N/A signifies the information for this field is either not available or not applicable
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11-dul-2019  JJAE; Species: Canine 4 2 0 (Product used: 04-Ju-2018 04-Jul-2019 0 Day(s) D-D As reported by the animal owner, approximately 2 collie canines
19UK002167, Breed: Collie FIPRONIL (signaiment otherwise unknown) were administered FRONTLINE
-; United Kingdom  {Sex: U 10%/S PLUS SPOT ON DOG (assumed FRONTLINE PLUS SPOT ON
Sex qualifier: METHOPRENE DOG L, batch and expiry unknown) topically to an unknown site, by
Unknown 9% SPOT ON the animal owner, at an unknown dose, on 04 JUL 2018 for an
Age: - Other products unknown indication. The animal owner reports that it has worked
Weight: Unknown used: no other on her Belgian Shepherd dogs, but feels that it hasn't worked on
products the collies. The collies are still scratching.
Route: Topical /
Cutaneous
Was the
product used
ok?: Yes
11-Jul-2019  UAE; Species: Feline 3 1 0 [Product used: N/A 11-Jul-2019 11 Day(s) D-D As reported by the animal owner, three felines (signalment
18UK0021869; Breed: Feline FIPRONIL otherwise unknown) were administered FRONTLINE PLUS SPOT
-; United Kingdom  j(unknown} 10%/8 ON CAT (batch and expiry unknown}) (details unknown) by the
Sex: U METHOPRENE animal owner over two weeks ago (estimated JUN 2019) for fleas.
Sex qualifier: 12% SPOT ON The animal owner reports that the have three cats who have had
Unknown Other products fleas and so they put FRONTLINE PLUS on them. They aiso did
Age: - used: no other their 2 dogs with FRONTLINE SPOT ON. This was over 2 weeks
Weight: Unknown products ago. Today, 11 JUN 2019, the animal owner has checked them
Route: unknown again expecting them to be flea free. Two of the cats have no fleas
Was the whatsoever but they are finding some flea muck on the youngest
product used cat of the three (the one that had the most fleas) and this cat still
ok ?: Unknown had fleas on her, alive and dead. The animal owner wonders if
to Company there is a chance that the FRONTLINE doesn't work on some cats.
12-Jul-2018  JUAE; Species: Feline 2 2 0 |Product used: N/A 12-Jul-2019 18 Day(s) D-D As reported by the animal owner, their female cats (signalment
19UK002170; Breed: Feline FIPRONIL otherwise unknown}, estimated as 2 cats, were treated with
-, United Kingdom  §(unknown) 10%/S FRONTLINE PLUS SPOT ON CAT (batch number and expiry date
Sex: F METHOPRENE unknown), applied by the owner, frequency unknown but the last
Sex qualifier: 12% SPOT ON date of application was on 24 JUN 2019. On 12 JUL 2018 the
Unknown Other products owner reported that the cat's were itching badly and the owner was
Age: - used: no other itching as well. The owner was also concerned as one of the cat's
Weight: Unknown products called Jojo was also pregnant and due to give birth on 25 JUL
Route: Topical / 2019. The owner did not want an outbreak of fleas when the
Cutaneous kittens were around.
Was the
product used
ok?: Unknown
to Company
12-Jul-2018  JJAE; Species: Feline 1 1 0 (Product used: 28-Jun-2019 12-4ul-2019* 2 Week(s} D-D As reported by the animal owner, a female feline (signalment
19UK002175; Breed: Feline FIPRONIL otherwise unknown) was given FRONTLINE PLUS SPOT ON
- United Kingdom  {unknown} 10%/S CATS (batch and expiry unknown) by the animal owner on 28 JUN
Sex: F METHOPRENE 2019 via an unknown route as a parasiticide. The animal owner
Sex qualifier: 12% SPOT ON reports that the cat is an indoor cat, and over two weeks after
Unknown Other products product administration (12 JUL 2018) the animal owner has only
Age: - used: no other found a single dead flea. They comb the cat daily and she still has
Weight: Unknown products fleas. The animal owner is treating the carpets and furnishings and
Route: unknown washing the cat's bedding and hoovering daily. Today (12 JUL
Was the 2019) on combing the cat for 5 minutes on and off with a flea
product used comb, the animal owner found 12 live fleas, 9 of which were adult
ok ?: Unknown fleas.
to Company
12-4ul-2019  UAE; Species: Canine 1 1 0 |Product used: 17-Jun-2019 10-Jul-2019 0 Day(s) D-D As reported by the animal owner, Bailey, a male Shih Tzu canine
19UK002180; FIPRONIL SPOT aged 7 years, of unknown weight and in unknown condition, was

N/A signifies the information for this field is either not available or not applicable
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- United Kingdom  [Breed: Shih Tzu ON DOG treated with FRONTLINE SPOT ON DOG M (batch number:
Sex: M Other products S21001AL, expiry date: JUN 2021), topically to the back of the
Sex qualifier: used: no other neck by the animal owner on 17 JUN 2019 as a parasiticide. The
Unknown products owner reported that two days ago (10 JUL 2019) the dog still had
Age: 7.00 Year(s) Route: Topical / fleas. The animal owner put another one on, and again 3 days later
Weight: Unknown Cutaneous the dog still had fleas. The owner was advised FRONTLINE was
Was the the best product to use, however reports that clearly it does not
product used work. The owner purchased the product online and states that if it
ok?: No is not fake then the product did not work, which is a big problem.
(Treatment / The animal owner report that they first started seeing fleas on 16
vaccination JUN 2019, so applied the product on 17 JUN 2019. They treat the
program not dog when they seen fleas or when the dog starts scratching. The
respected) animal owner then also applied the product on 24 JUN 2019, 04
JUL 2019 and 16 JUL 2019. People in the home are not being
bitten, the dog spends time indoors and outdoors, all animals in the
house have been treated, the dog does not bathe or go swimming
more than once a week, and this is not within 2 days of applying
the product, the animal owner has not lived in their home for less
than a year, the home has been treated with an environmental flea
treatment, the pet's bedding has been washed at over 60 degrees
and all areas the pet can access are regularly vacuumed.
12-Jul-2018  JJAE; Species: Feline 2 2 0 (Product used: 08-Jul-2018 08-Jul-2019 0 Day(s) D-D As reported by the animal owner, Annie and Pepi, two neutered
19UK002181; Breed: British FIPRONIL female British Blue cats, of good health (signalment otherwise
-; United Kingdom  {Shorthair 10%/S unknown), were treated with FRONTLINE PLUS SPOT ON CAT
Sex: F METHOPRENE (batch number: S41114AW, expiry date: AUG 2021}, correctly
Sex qualifier: 12% SPOT ON administered topically to the back of the neck, by the cat's owner
Neutered Other products on 08 JUL 20189 for an unknown indication. The animal owner
Age: - used: no other reported that they previously used Advantage on the animals - only
Weight: Unknown products in the summer months as this gives them a break from the
Route: Topical / chemicals in the winter months. They never had fleas before on
Cutaneous Advantage. Both cats are indoor cats and so shouldn't get fleas.
Was the The animal owner saw fleas at the weekend (estimated 06 JUL
product used 2019} and so purchased FRONTLINE PLUS on Sunday 07 JUL
ok?: Yes 2019 and applied this on Monday 08 JUL 2018. The animal owner
reported that the product doesn’'t work. They are still seeing fleas
on the cats and on the surfaces, with the cats are covered in flea
bites and the animal owner can see lots of flea dirt in the coat. The
owner reports that the fleas must be multiplying. The owner has
sprayed the rooms and that the cats don't wear collars. The animal
owner states that their animals have never had fleas until now.
12-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 03-Jun-2019 09-Jul-2019 N/A D-D As reported by the animal owner, Dougal, a 10.5 year old male
19UK002182; Breed: Terrier FIPRONIL SPOT Jack Russell Terrier dog, weighing 7 kg and in unknown condition,
- United Kingdom  }(Jack Russell) ON DOG was treated with FRONTLINE SPOT ON DOG S (batch number
Sex: M Other products S521906AL and expiry date NOV 2021} (details unknown) by the
Sex qualifier: used: no other dog's owner on 03 JUN 2019 and again on 10 JUL 2019 for an
Unknown products unknown indication. On 12 JUL 2018 (2 days following product
Age: 10.50 Year(s} Route: unknown administration) the owner reported that the dog still had fleas
Weight: 7 kg Was the running around him, which the owner feels surely should have
product used been killed. The owner also wondered why they are paying more
ok?: Unknown for FRONTLINE, which does not appear to be working. The animal
to Company owner reports that they treat the animal when they see fleas and as
required. They first noticed fleas on their animals 3 days ago and
first started using the product 5 weeks ago. No one in the home is
being bitten, the animal spends time indoors and outdoors and
they are seeing occasional fleas - less than 5 at the same time.
The animal gets bathed or swims less than once a week and the
animal owner has treated the home with an environmental flea

N/A signifies the information for this field is either not available or not applicable
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treatment as well as regularly vacuuming all areas that the pet can
access.
13-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: N/A 13-4ul-2019 3 Day(s) D-D As reported by the animal owner, a 2 year old female cat
19UK002187; Breed: Feline FIPRONIL (signalment otherwise unknown), was treated with FRONTLINE
-; United Kingdom  j(unknown} 10%/8 PLUS SPOT ON CAT (batch number and expiry date unknown),
Sex: F METHOPRENE applied topically to the back of the cats neck, by the cat's owner on
Sex qualifier: 12% SPOT ON 10 JUL 2019 for an unknown indication. On 13 JUL 2019 (3 days
Unknown Other products following product administration) the owner reported that the cat
IAge: 2.00 Year(s) used: no other had come out in a sore/reaction in the area where the spot on was
Weight: Unknown products placed. The cat was fine in herself but the owner wanted to
Route: Topical / highlight this event in case there had been other reports from the
Cutaneous same batch or product. The owner stated that she could not say for
'Was the definite if the event was caused by the treatment but just wanted to
product used highlight it in case there was an issue with the product.
ok?: Unknown
to Company
13-Jul-2019  UAE; Species: Feline 2 2 0 |Product used: N/A 01-Jul-2019* N/A D-D As reported by the animal owner, 2 cats (signalment otherwise
18UK002188; Breed: Feline FIPRONIL SPOT unknown), were treated with FRONTLINE (estimated as
-; United Kingdom  j(unknown} ON CAT FRONTLINE SPOT ON CAT), batch number and expiry date
Sex: U Other products unknown, once a month by the cats owner for an unknown
Sex qualifier: used: no other indication. The animal owner had been using the product on both
Unknown products their animals every month religiously since they were old enough to
Age: - Route: Topical / have spot on. At the beginning of this month (estimated as 01 JUL
Weight: Unknown Cutaneous 2019) the owner realised they had a flea problem and that both the
Was the cats were really suffering. The owner reported that their vet told
product used them that FRONTLINE is not efficient enough. The animal owner
ok?: Yes had followed the instructions every step of the way and put it on
every month, and wanted to know why it had not worked. The
owner was extremely disappointed that they had been miss-sold
the product especially as when they heard these rumours they had
disregarded them as on the website it stated that they were not
true and now the owner has an infestation. The owner stated that
they would not be buying FRONTLINE again and will be advising
all pet owners not to use the products, which they say is not out of
spite, but out of concern for the health of animals.
12-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: N/A Jul-2019* N/A D-C As reported by the animal owner's mother, a dog (signalment
19UK002190; Breed: Canine FIPRONIL otherwise unknown), was freated with FRONTLINE COMBO
-; United Kingdom  j(unknown} 10%/S (estimated as FRONTLINE COMBO SPOT ON DOGS M) batch
Sex: U METHOPRENE number and expiry date unknown, route and frequency unknown,
Sex qualifier: 9% SPOT ON administered by unknown on an unknown date. The mother
Unknown Other products reported that the dog had now been diagnosed with Lymes
Age: - used: Milbemax; Disease by the vet and was a very sick animal. The owner had
Weight: Unknown Panacur; given the dog only FRONTLINE COMBO along with Milbemax and
Panacur, as it's wormer, all of which had been purchased from the
Route: unknown vet. The reporter did not want to give any further information.
Was the
product used
ok?: Unknown
to Company
11-Jul-2019  JUAE; Species: Feline 2 2 0  |Product used: 05-Apr-2019 05-Apr-2019 N/A D-D As reported by the animal owner, two Persian felines (signalment
19UK002196; Breed: Persian FIPRONIL SPOT otherwise unknown) were administered FRONTLINE (assumed
-, United Kingdom  §(No Further ON CAT FRONTLINE SPOT ON CAT, batch and expiry unknown), details
Description} Other products unknown) by the anima! owner, at an unknown dose for three
Sex: U used: no other months from 05 APR 2018 for an unknown indication. The animal
Sex qualifier: products owner reports that they wish to make a complaint about the non

N/A signifies the information for this field is either not available or not applicable
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Unknown Route: unknown effectiveness of the product for flea treatment. They purchased the
Age: - Was the product from their vets on 05 APR 2019. They are indoor cats that
Weight: Unknown product used the animal owner had rescued. They finished the 3 monthly
ok?: Unknown treatment but still have fleas. Further to treatment, the animal
to Company owner vacuumed daily, steam cleaned the house, isolated the
animals to upstairs, flea combed and bathed them a few days after
each treatment. The animal owner believes that they kept their end
of the transaction but the product did not. When the animal owner
took the animals back to the vet at the end of JUN 2018 the vet
found fleas and suggested another brand of treatment.
12-Jul-2019  JAE; Species: Feline 1 1 0 |Product used: Mar-2019 2019* N/A D-D As reported by the animal owner, a cat (signalment otherwise
19UK002197; Breed: Feline FIPRONIL SPOT unknown), was treated with FRONTLINE (estimated as
- United Kingdom  {unknown) ON CAT FRONTLINE SPOT ON CAT) batch number and expiry date
Sex: U Other products unknown, for 4 months, route unknown, by the animal owner. The
Sex qualifier: used: no other owner reported that the product has not been working, and that it
Unknown products has cost them a fortune as they had heard it was the best one, but
Age: - Route: unknown now they feel like this is not the case. This case is linked to case
Weight: Unknown Was the 18UK002198. Start date added for submission purposes only.
product used
ok?: Unknown
to Company
12-J4ul-2018  JAE; Species: Canine 1 1 0 [Product used: Mar-2019* 2019* N/A D-D As reported by the animal owner, a dog (signalment otherwise
19UK002198; Breed: Canine FIPRONIL SPOT unknown), was treated with FRONTLINE (estimated as
- United Kingdom  }(unknown) ON DOG FRONTLINE SPOT ON DOG M) batch number and expiry date
Sex: U Other products unknown, for 4 months, route unknown, by the animal owner. The
Sex qualifier: used: no other owner reported that the product has not been working, and that it
Unknown products has cost them a fortune as they had heard it was the best one, but
Age: - Route: unknown now they feel like this is not the case.This case is linked to case
Weight: Unknown Was the 18UK002197. Start date added for submission purposes only.
product used
ok?: Unknown
to Company
12-Jul-2018  JJAE; Species: Feline 2 2 0 (Product used: 21-Jun-2019 21-Jun-2018 N/A D-D As reported by the animal owner, two felines (signalment otherwise
19UK002201; Breed: Feline FIPRONIL unknown} were administered FRONTLINE PLUS SPOT ON CAT
- United Kingdom  {unknown} 10%/S (batch S41303AW and expiry unknown, further details unknown)
Sex: U METHOPRENE by the animal owner at a dose of 1 dose on 21 JUN 2019 and
Sex qualifier: 12% SPOT ON again on 01 JUL 2019 for fleas. The animal owner reports that they
Unknown Other products are very disappointed with their recent purchases. They used the
Age: - used: no other product on their animals on 21 JUN 2019 and it did not kill the
Weight: Unknown products fleas on them, nor did it stop the eggs from hatching. The animal
Route: unknown owner bought another batch and treated both animals on 01 JUL
Was the 2019 - not really wanting to treat them again so soon but they were
product used suffering. This has not worked either. The animal owner reports
ok?: No that they have used FRONTLINE for many years and never had
(Treatment / this problem. They query if it is possible that this is a faulty batch.
vaccination UPDATE 16 AUG 2019: QA results received. Investigation
program not completed for FIPRONIL 10%/S METHOPRENE 12% SPOT ON
respected) Lot 841303AW, expiry 2021-10-31. Case investigated by France -
Toulouse. Final complaint evaluation A product quality complaint
for FRONTLINE PLUS SPOT ON CATS, batch number
841303AW was received by BIAH QA on the 25th of July 2019.
The complaint description is: LOE. This is the first complaint
regarding this kind of defect for this batch. The complaint sample is
not received and pictures are not attached to this case.
Not reviewed : the retention sample is stored for identification
purposes. Therefore, it is not applicable to this kind of defect.

N/A signifies the information for this field is either not available or not applicable
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Batch record review: Batch record review: S413 Manufacturing
date: 13/11/2018. Expiry date: NA Manufacturing quantity: 989
liters. Associated deviation(s): No deviation associated to this
batch Change control associated: This batch was not concerned by
any change control. Observation(s): No observation associated to
this batch. Results of QC testing: Conform at specifications.
All parameters verified during manufacturing of this batch of bulk
are conform. Batch record review: S41303. Manufacturing
13-Jul-2019  UAE; Species: Feline 5 5 0  |Product used: N/A 2019 N/A D-D As reported by the animal owner, five felines (signalment otherwise
19UK002202; Breed: Feline FIPRONIL SPOT unknown) were administered FRONTLINE (assumed FRONTLINE
-; United Kingdom  j(unknown} ON CAT SPOT ON CAT) (batch and expiry unknown) (details unknown) by
Sex: U Other products the animal owner for flea control. The animal owner reports that
Sex qualifier: used: no other they have five cats that they treat with FRONTLINE and that they
Unknown products struggle keeping up with flea control due to the amount that they
Age: - Route: unknown pick up everyday in the garden. They also use sprays and flea
Weight: Unknown Was the traps in every room. Start date added for submission purposes
product used only.
ok?: Unknown
to Company
14-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: N/A 10-Jul-2019 0 Day(s) D-D As reported by the animal owner, a male canine (signalment
19UK002204; Breed: Canine FIPRONIL otherwise unknown) was administered FRONTLINE PLUS
- United Kingdom  }(unknown} 10%/8 (assumed FRONTLINE PLUS SPOT ON DOG M) (batch and
Sex: M METHOPRENE expiry unknown} (details unknown) by the animal owner 4 days ago
Sex qualifier: 9% SPOT ON (10 JUL 2019) for an unknown indication. The animal owner
Unknown Other products reports that they applied FRONTLINE PLUS to their dog 4 days
Age: - used: no other ago but they are still seeing fleas crawling on his skin.
Weight: Unknown products
Route: unknown
Was the
product used
ok?: Unknown
to Company
14-Jul-2018  JJAE; Species: Canine 2 1 0 (Product used: N/A 2019* N/A D-D As reported by the animal owner, a 12 month old male canine and
19UK002205; Breed: Canine FIPRONIL SPOT one other canine (signalment otherwise unknown) were
- United Kingdom  {unknown} ON DOG administered FRONTLINE SPOT ON DOG L (batch and expiry
Sex: U Other products unknown) (details unknown) by the animal owner for an unknown
Sex qualifier: used: no other indication. The animal owner reports that they recently purchased
Unknown products FRONTLINE 20-40 kg for dogs and has used as advised. One dog
Age: - Route: unknown seems to not be scratching but the 12 month old dog seems to
Weight: Unknown 'Was the have them all over him. The animal owner is combing him. The
product used animal owner states that it seems to not be working on him. Start
ok ?: Unknown date added for submission purposes only.
to Company
15-Jul-2019  JAE; Species: Feline 1 1 0 [Product used: N/A 15-Jun-2019* N/A D-D As reported by the animal owner, a cat (signalment otherwise
19UK002206; Breed: Feline FIPRONIL unknown), was treated with FRONTLINE PLUS (estimated as
-; United Kingdom  §(unknown} 10%/S FRONTLINE PLUS SPOT ON CAT), batch number and expiry date
Sex: U METHOPRENE unknown, assumed to be applied on a monthly basis for a matter
Sex qualifier: 12% SPOT ON of months, route unknown, by the cat's owner as a flea and tick
Unknown Other products treatment. The owner reported that over the last month or so they
Age: - used: no other found 2 ticks really embedded into the cat along with 3 or 4 fleas.
Weight: Unknown products The owner had always owned pets, both cats and dogs, and so felt
Route: unknown that they were more than aware of how to apply the treatment and
Was the they also got others to apply the treatment to the cat for them just
product used to be sure. The owner requested for some information as to why
ok?: Yes the product wasn't working and a suggestion as to what to do. Date

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight
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of adverse event added for submission purposes only.
17-J4ul-2018  UAE; Species: Canine 2 1 0 [Product used: N/A 17-Jui-2019* 2 Week(s} D-D As reported by the animal owner, two female Rough Collie canines
19UK002207, {Breed: Collie FIPRONIL weighing 21 kg and 23 kg (signalment otherwise unknown) were
-; United Kingdom  {Sex: F 10%/S given FRONTLINE COMBO SPOT ON DOGS L (batch and expiry
Sex qualifier: METHOPRENE unknown) topically at an unknown dose, applied to the back of the
Unknown 9% SPOT ON neck and the base of the tail, two weeks ago (03 JUL 2019) by the
Age: - Other products animal owner for parasite control. The animal owner reports that
Weight: 21 - 23 kg used: no other they treat both dogs every 4 weeks with the product and have
products sprayed the house, washed bedding and they hoover every day,
Route: Topical / disposing of the hoover dust straight away. The animal owner has
Cutaneous not had a problem with FRONTLINE in the past and the dogs were
Was the washed with a flea shampoo three days ago (14 JUL 2019) and are
product used kept thoroughly grcomed as they have long coats. The animal
ok ?: Unknown owner has found flea dirt and a few live fleas on one of the dogs.
to Company The dogs are irritated by the awful creatures. People in the home
are not being bitten. There are hedgehogs and foxes in the garden.
15-Jul-2018  JAE; Species: Feline 2 2 0 [Product used: N/A May-2019* N/A D-D As reported by the animal owner, 2 cats (estimation) (signalment
19UK002208; Breed: Feline FIPRONIL otherwise unknown}, were treated with FRONTLINE PLUS SPOT
-; United Kingdom  j(unknown} 10%/S ON CAT (batch number and expiry date unknowny}, for a few
Sex: U METHOPRENE months, route and frequency unknown, by the cat's owner as a flea
Sex qualifier: 12% SPOT ON treatment. The owner reported that for the last 2 months it has not
Unknown Other products done a thing. The FRONTLINE reportedly worked for the first week
Age: - used: House but then after that the cats were covered again. The owner
Weight: Unknown spray; reported that they had deflea’'d the house with a spray and their
pets with FRONTLINE but they were now covered and losing all
Route: unknown their fur. The owner wanted an explanation as to why the product
Was the was not working.
product used
ok?: Unknown
to Company
15-Jul-2018  MJAE; Species: Canine 1 1 0 (Product used: N/A 2019* N/A D-D As reported by the animal owner via Social Media, a male
19UK002210; Breed: Canine FIPRONIL Retriever canine (signalment otherwise unknown) was
-, United Kingdom  {Other 10%/S administered FRONTLINE (assumed FRONTLINE SPOT ON
Sex: M METHOPRENE DOG M) (batch and expiry unknown} (details unknown) for an
Sex qualifier: 9% SPOT ON unknown indication. The animal owner reports that the product has
Unknown Other products not worked. The animal is covered in eggs, fleas and goodness
Age: - used: FIPRONIL only knows what other insect after an application of FRONTLINE
Weight: Unknown SPOT ON DOG; and then two weeks later FRONTLINE PLUS (assumed
FRONTLINE PLUS SPOT ON DOG M) (batch and expiry
Route: unknown unknown) in the hope that this would work. The animal was not
Was the washed before application or after or made wet.
product used
ok?: Unknown
to Company
15-Jul-2019  JUAE; Species: Feline 2 2 0 |Product used: 05-Apr-2019 15-Jul-2019* N/A D-D As reported by the animal owner, Flash a 13 year old, male Devon
19UK002211; Breed: Feline FIPRONIL Rex cat, weighing 6 kg and Mavis a 1 year old, female Savannah
-; United Kingdom  {various breeds 10%/S cat, weighing 5 kg both cats of unknown health status, were
Sex: X METHOPRENE treated with FRONTLINE PLUS SPOT ON CAT (batch number
Sex qualifier: 12% SPOT ON and expiry date unknown}), once a month, for the last 4 months (on
Unknown Other products 05 APR 2018, 05 MAY 2019, 05 JUN 2019 and 05 JUL 2019)
iAge: 1.00 Year(s) used: applied to the back of the animals neck, as directed, by the animal
Weight: 5 - 6 kg FRONTLINE owner. The owner reported that they were still seeing fleas, not all
PETCARE adult fleas either, they were seeing many fleas 5 or more at the
HOME AND same time. The owner was not being bitten by fleas however. The
ENVIRONMENT owner had to bath the cat Flash using an insecticidal shampoo

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
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FLEA SPRAY; because the product just was not working. The owners pets were
Unspecified flea not exposed to any other animals, the cats were strictly indoor cats.
shampoo; The FRONTLINE products were bought from a pet store. The
owner last noticed fleas on the animals in APR 2019. They did not
Route: Topical / normally have fleas and if they saw any, they dealt with them
Cutaneous straight away. The owner was 4 months into trying to eradicate
Was the fleas from their house and had also used 4 large tins of
product used FRONTLINE HOMEGARD HOUSEHOLD SPRAY. The animals
ok?: Yes were bathed or went swimming no more than once a week (but not
within 2 days of the product administration). The owners had
washed the pet's bedding at over 60°C and had vacuumed all
areas the pets could access. The owner had lived in their home for
more than 1 year. The owner reported that it was stated that
FRONTLINE would break the cycle, but it had not. The owner did
not want to keep wasting their money on a product that did not
work they would not be buying FRONTLINE again. Date of event
added for submission purposes only.
15-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: N/A 2019* N/A D-D As reported by the animal owner via Social Media, an 18 year old
19UK002212; Breed: Feline FIPRONIL feline (signaiment otherwise unknown) was administered
-; United Kingdom  j(unknown} 10%/S FRONTLINE (assumed FRONTLINE SPOT ON CAT) (batch and
Sex: U METHOPRENE expiry unknown} (details unknown) for an unknown indication. The
Sex qualifier: 12% SPOT ON animal owner reports that the product has not worked. The animai
Unknown Other products is covered in eggs, fleas and goodness only knows what other
IAge: 18.00 Year(s) used: FIPRONIL insect after an application of FRONTLINE and then two weeks
Weight: Unknown SPOT ON CAT; later FRONTLINE PLUS (assumed FRONTLINE PLUS SPOT ON
CAT) (batch and expiry unknown} in the hope that this would work.
Route: unknown The animal was not washed before application or after or made
Was the wet.
product used
ok?: Unknown
to Company
15-4ul-2019  UAE; Species: Canine 1 1 0 |Product used: 05-Apr-2019 Jul-2019* N/A D-D As reported by the animal owner, Baldric a 10 year old, male Jack
19UK002213; Breed: Terrier FIPRONIL Russell dog, weighing 7 kg of unknown health status, was treated
- United Kingdom  }(Jack Russell) 10%/8 with FRONTLINE PLUS SPOT ON DOG 8 (batch number and
Sex: M METHOPRENE expiry date unknowny}, once a month, for the iast 4 months (on 05
Sex qualifier: 9% SPOT ON APR 2019, 05 MAY 2019, 05 JUN 2019 and 05 JUL 2019} applied
Unknown Other products to the back of the animal's neck, as directed, by the animal owner.
IAge: 10.00 Year(s) used: The owner reported that they were still seeing fleas, not all adult
Weight: 7 kg FRONTLINE fleas either, they were seeing many fleas 5 or more at the same
PETCARE time. The owner was not being bitten by fleas however. The dog
HOME AND had to go to the vet to deal with his flea allergy. The owners pet
ENVIRONMENT was not exposed to any other animals, the dog went out into the
FLEA SPRAY; garden, but no-where else. The FRONTLINE products were bought

Route: Topical /
Cutaneous
Was the
product used
ok?: Yes

from a pet store. The owner last noticed fleas on the animal in APR
2019. They did not normally have fleas and if they saw any, they
dealt with them straight away. The owner was 4 months into trying
to eradicate fleas from their house and had also used 4 large tins
of FRONTLINE HOMEGARD HOUSEHOLD SPRAY. The animal
was bathed or went swimming no more than once a week (but not
within 2 days of the product administration). The owners had
washed the pet's bedding at over 60°C and had vacuumed all
areas the pet could access. The owner had lived in their home for
more than 1 year. It stated that FRONTLINE would break the cycle,
but it had not. The owner did not want to keep wasting their money
on a product that did not work they would not be buying
FRONTLINE again. Date of event added for submission purposes

N/A signifies the information for this field is either not available or not applicable
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only.
15-Jul-2018  JAE; Species: Feline 1 1 0 [Product used: N/A Jul-2019* 16 Day(s} D-C As reported by the animal owner, a male cat (signalment otherwise
19UK002215; Breed: Feline FIPRONIL SPOT unknown}), was treated with FRONTLINE (estimated as
-; United Kingdom  j(unknown} ON CAT FRONTLINE SPOT ON CAT), batch number and expiry date
Sex: M Other products unknown, route and frequency unknown, administered for ear
Sex qualifier: used: no other mites, by the cat’'s owner at the start of this month (estimated as 01
Unknown products JUL 2019). The owner reported that after this treatment the cat got
Age: - Route: unknown an ear infection from a scrap with another cat. The owner
Weight: Unknown Was the wondered if they were able to use the treatment again within the
product used same 15 day period and whether or not it will help clear ear mites.
ok?: No
(Indication not
indicated /
recommended}
15-Jul-2019  UAE; Species: Feline 2 2 0 |Product used: N/A 08-Jul-2019 2 Week(s) D-D As reported by the animal owner, 2 cats (signalment otherwise
19UK002218; Breed: Feline FIPRONIL unknown), were freated with FRONTLINE PLUS (estimated as
-; United Kingdom  j(unknown} 10%/S FRONTLINE PLUS SPOT ON CAT), batch number and expiry date
Sex: U METHOPRENE unknown, route unknown, by the cat's owner and estimated to be
Sex qualifier: 12% SPOT ON on 24 JUN 2019 as a flea treatment. On 08 JUL 2019 (2 weeks
Unknown Other products following product administration) the owner reported that both the
Age: - used: no other cats were still infested with fleas rendering the treatment useless
Weight: Unknown products as they had been advised not to use another product until the first
Route: unknown treatment had worn off. The owner reported that they now have to
Was the wait almost @ month to resolve this and they would not have had to
product used if the product had worked in the first place. The owner was advised
ok ?: Unknown to purchase FRONTLINE by the assistant in their local
to Company supermarket, although this was the most expensive product and
the owner felt the least effective. The owner reportedly paid £70 for
the last lot and is now going to have to pay more money which they
cannot really afford.
15-Jul-2018  MJAE; Species: Canine 1 1 0 (Product used: N/A 08-Jul-2019 2 Week(s} D-D As reported by the animal owner, a dog (signalment otherwise
19UK002219; Breed: Canine FIPRONIL unknown}), was treated with FRONTLINE PLUS (estimated as
-, United Kingdom  §(unknown) 10%/S FRONTLINE PLUS SPOT ON DOG M), batch number and expiry
Sex: U METHOPRENE date unknown, route unknown, by the dog’s owner and estimated
Sex qualifier: 9% SPOT ON to be on 24 JUN 2019 as a flea treatment. On 08 JUL 2019 (2
Unknown Other products weeks following product administration) the owner reported that the
Age: - used: no other dog was still infested with fleas rendering the treatment useless as
Weight: Unknown products they had been advised not to use another product until the first
Route: unknown treatment had worn off. The owner reported that they now have to
Was the wait almost @ month to resolve this and they would not have had to
product used if the product had worked in the first place. The owner was advised
ok ?: Unknown to purchase FRONTLINE by the assistant in their local
to Company supermarket, although this was the most expensive product and
the owner felt the least effective. The owner reportedly paid £70 for
the last lot and is now going to have to pay more money which they
cannot really afford.
16-Jul-2019  UAE; Species: Feline 1 1 0 [Product used: Sep-2018* 04-Jun-2019* 0 Day(s) D-D As reported by the animal owner, Miffy a neutered male feline aged
19UK002220; Breed: Domestic FIPRONIL 9 years and in good condition (signalment otherwise unknowny),
Devon; United Shorthair 10%/S was given one dosage form of FRONTLINE PLUS SPOT ON CAT
Kingdom (Crossbreed) METHOPRENE (batch and expiry unknown) 6 weeks ago (estimated 04 JUN 2019)
Sex: M 12% SPOT ON topically to the back of the neck by the animal owner for parasite
Sex qualifier: Other products control. The animal owner reports that they have used the product
Neutered used: no other on the cat since SEP 2018 and they have never had any problems.
IAge: 9.00 Year(s) products The product was applied 6 weeks ago and the animal owner
Weight: Unknown Route: Topical / noticed fleas. They waited 4 weeks and applied the product again.

N/A signifies the information for this field is either not available or not applicable
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Cutaneous The animal owner is still seeing fleas but they are not sure why.
Was the They have sprayed the house twice and vacuumed. No one in the
product used house is being bitten.
ok?: Yes
17-Jul-2019  UAE; Species: Feline 2 2 0 [Product used: N/A 2019* N/A D-D As reported by the animal owner, approximately 2 cats (signalment
19UK002225; Breed: Feline FIPRONIL otherwise unknown), were treated with FRONTLINE SPOT ON
- United Kingdom  {unknown) 10%/S CAT (batch number and expiry date unknown}, details unknown by
Sex: U METHOPRENE the animal owner for an unknown indication. The animal owner
Sex qualifier: 12% SPOT ON reported that they had been using FRONTLINE with success for
Unknown Other products some time. They decided to upgrade to FRONTLINE PLUS SPOT
Age: - used: FIPRONIL ON CAT (batch number and expiry date unknowny), but the cats are
Weight: Unknown SPOT ON CAT; scratching and the animal owner is being bitten by tiny little
buggers. They have now bought some household spray to get rid
Route: unknown of them. The animal owner does not have carpets but has sprayed
Was the the mats and furniture. Start date of event estimated for
product used submission purposes.
ok?: Unknown
to Company
17-J4ul-2018  UAE; Species: Canine 1 1 0 [Product used: 05-Jul-2019 05-Jul-2019 0 Day(s) D-D As reported by the animal owner, Vinne a male Munsterlander dog
19UK002231; Breed: Canine FIPRONIL SPOT aged 4 years and weighing 27 kg (signaiment otherwise unknown)
Hampshire; United |Other ON DOG was treated with FRONTLINE SPOT ON DOG L (batch number:
Kingdom Sex: M Other products 821403AL and expiry date: SEP 2021), topically between the
Sex qualifier: used: no other shoulder blades by the animal owner as a flea treatment on 05 JUL
Unknown products 2019. The animal owner reported that they bought the product
Age: 4.00 Year(s) Route: Topical / online and applied 1 pipette as directed. The owner treated all
Weight: 27 kg Cutaneous other areas of the house. The owner checked the dog daily with a
Was the nit comb expecting the fleas to all have been killed and no further
product used major infestation. The owner reported that the dog has continued
ok?: No (Others) to have a number of fleas each day, on 17 JUL 2019 catching
approximately 30. The owner reported that the product does not
seem to have had any effect on the fleas. The owner is continuing
to treat the house and furnishings but has seen no signs of them
anywhere else. The owner asked if there was a problem with this
batch and what should they do as it says not to reapply more
regularly than 4 weeks. The animal owner reports that they use the
product all year round, they started seeing fleas in early July and
have seen them continuously since then, people in the home are
not being bitten by fleas, the dog spends time inside and outside,
all animals in the household have been treated, the animal owner
is seeing many fleas at a time, some of them are big and mature
and some are small or minute, the dog goes swimming more than
once a week in sea water but this is not within 2 days of product
application, the animal owner has not lived in the home for less
than 1 year, the home has been treated with an environmental flea
treatment, the pet’s bedding has been washed at over 60 degrees
Celsius and all areas the pet can access are regularly hoovered.
The animal owner reports that they are not sure they are able to
remove all the fleas manually (with a flea comb} which is why they
purchased FRONTLINE. The animal owner does not believe there
is @ home
17-Jul-2019  JUAE; Species: Feline 1 1 0 |Product used: N/A 03-4ul-2019 N/A D-D As reported by the animal owner, Amber a 10 year old neutered
19UK002235; Breed: Domestic FIPRONIL SPOT female, Domestic Shorthair cat, weighing 4 kg and of good health
-; United Kingdom  {Shorthair ON CAT was treated with FRONTLINE SPOT ON CAT (batch number:
(Crossbreed) Other products S20308AW, expiry date: FEB 2021), administered topically to the
Sex: F used: no other back of the neck every 4 weeks except in the winter months for
Sex qualifier: products many years, by the cat's owner for an unknown indication. The

N/A signifies the information for this field is either not available or not applicable
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Neutered Route: Topical / owner reported that they applied the FRONTLINE every month,
Age: 10.00 Year(s) Cutaneous except during the winter months as the frost kills the fleas. The
Weight: 4 kg Was the owner reported that it has been fine this year until recently and has
product used noticed fleas biting the cat. The owner last applied the
ok?: Yes FRONTLINE 2 weeks ago and wondered if another could be
applied. The owner wondered if this was a bad batch and reported
that no one in the house was being bitten. The owner does have a
house spray to use and also has a hedgehog in the garden and
asked if that could be where the fleas are coming from.
UPDTAE 28 AUG 2019: QA results received. Investigation
completed for FIPRONIL SPOT ON CAT Lot S20308AW, expiry
2021-02-28. Case investigated by France - Toulouse. Final
complaint evaluation: A product quality complaint for FRONTLINE
SPOT ON CAT, batch number S20308AW, was received by BIAH
QA on the 25th of July 2019. The complaint description is: lack of
efficacy. This is the 3rd complaint regarding this defect for this
batch. The complaint sample is not received and pictures are not
attached to this case. Retention sample not reviewed : the
retention sample is stored for identification purposes. Therefore, it
is not applicable to this kind of defect. Batch record review: Batch
record investigation Bulk batch: S203. Manufacturing date:
05/03/2018 - Expiry date: NA - Manufacturing quantity: 1199 liters.
No deviation and observation associated to this batch. This batch
was not concerned by any change control. Resuilts of QC testing
are conform at specifications. All parameters verified during
manufacturing of this batch of bulk are conform. Batch record
17-Jul-2019  UAE; Species: Feline 1 1 0 |Product used: 19-Jun-2019 19-Jun-2019 N/A D-D As reported by the animal owner, Maisie, an 8 year old, neutered
19UK002239; Breed: Domestic FIPRONIL SPOT female Domestic long hair cat, of unknown weight and of good
-; United Kingdom  {Longhair ON CAT condition was treated with FRONTLINE SPOT ON CAT (batch
(Crossbreed) Other products number and expiry date unknown), administered topically to the
Sex: F used: no other back of the neck every 2 weeks since 19 JUN 2019 by the animal
Sex qualifier: products owner for an unknown indication. The owner reported that they had
Neutered Route: Topical / used FRONTLINE and its not working. They reported that they are
Age: 8.00 Year(s) Cutaneous still seeing fleas on the cat and that the cat has flea allergies so
Weight: Unknown Was the she is scratching a lot and losing fur. The cat is an RSPCA neglect
product used case and was bald form flea allergies when she was rescued. The
ok?: No owner has sprayed the house and got an electric zapper. The
(Treatment / owner got FRONTLINE because it is the most expensive and the
vaccination best but it hasn't worked. The owner reported that they only had 1
program not rug in the house so they can't live anywhere else in the house, and
respected) they know that its nothing that they are doing wrong. The product
was purchased from a large pet shop and the owner is being
nibbled a bit.
17-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 10-Apr-2019 10-dul-2019 0 Day(s) D-D As reported by the animal owner, Busby, a 15 year old male
19UK002242; {Breed: Shih Tzu FIPRONIL SPOT Shih-tzu, weighing between 8 and 9 kg (signalment ctherwise
-, United Kingdom  {Sex: M ON DOG unknown) was treated with FRONTLINE SPOT ON DOG
Sex qualifier: Other products (estimated as FRONTLINE SPOT ON DOG 8} (batch 821204BW
Unknown used: no other expiry AUG 2020) for the past 3 months, administration route
Age: 15.00 Year(s) products unknown, by the animal owner for an unknown indication. The
Weight: 8 - 9 kg Route: unknown owner reported that they first treated the dog on 10 APR 2019 and
Was the have reapplied the product on the 10 MAY 2019, 10 JUN 2019 and
product used the 10 JUL 2019, however the owner does not apply FRONTLINE
ok?: Unknown all year round, instead they only treat the dog when they notice he
to Company needs to be treated and if they need the treatment they use it once
a month. 5 months ago the owner noticed fleas on their cat and so
purchased both FRONTLINE SPOT ON DOG and FRONTLINE
SPOT ON CAT. The owner reported that they have used all 3

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight
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packs and have seen no improvements with the fleas, in fact it has
got worse. The dog is still infested with fleas. The owner reported
that people in the house are being bitten, they are seeing several
fleas on their pets and that their cat does not go outside. The
owner has not yet treated the house with a spray because they
thought that the FRONTLINE would work and they hoovered the
house regularly and used a carpet cleaner. The product was not
applied whilst their pet was wearing a collar, and their pets do not
go swimming and they try to bathe them whenever needed, they
would say about every few months or whenever needed. Case
linked to case 19UK002243.

17-Jul-2019

UAE;
19UK002243;
- United Kingdom

Species: Feline
Breed: Feline
various breeds
Sex: F

Sex qualifier:
Unknown

IAge: 2.00 Year(s)
Weight: 5 kg*

Product used:
FIPRONIL SPOT
ON CAT

Other products
used: no other
products

Route: unknown
Was the
product used
ok?: Unknown
to Company

10-Apr-2019

10-dul-2019

0 Day(s)

D-D

As reported by the animal owner, Willow, a 2 year old female cross
breed cat, weighing about 5 kg (signalment otherwise unknown}
was treated with FRONTLINE SPOT ON CAT (batch S21204BW
expiry AUG 2020} for the past 3 months, administration route
unknown, by the animal owner for an unknown indication. The
owner reported that they first treated the cat on 10 APR 2019 and
have reapplied the product on the 10 MAY 2019, 10 JUN 2019 and
the 10 JUL 2019, however the owner does not apply FRONTLINE
all year round, they only treat the cat when they notice she needs
to be treated and if they need the treatment they use it once a
month. 5 months ago the owner noficed fleas on their cat and so
purchased FRONTLINE SPOT ON CAT. The owner reported that
they have used all 3 packs and have seen no improvements with
the fleas, in fact it has got worse. The cat is still infested with fleas.
The owner reported that people in the house are being bitten, they
are seeing several fleas on their pets and that their cat does not go
outside. The owner has not yet treated the house with a spray
because they thought that the FRONTLINE would work and they
hoovered the house regularly and used a carpet cleaner. The
product was not applied whilst their pet was wearing a collar, and
their pets do not go swimming and they try to bathe them
whenever needed, they would say about every few months or
whenever needed. Case linked to case 19UK002242.

18-Jul-2019

UAE;
19UK002248;
-; United Kingdom

Species: Feline
Breed: Domestic
Shorthair
(Crossbreed)

Sex: M

Sex qualifier:
Unknown

IAge: 12.00 Year(s)
\Weight: 4.000 kg*

Product used:
FIPRONIL SPOT
ON CAT

Other products
used: no other
products

Route: unknown
Was the
product used
ok?: Unknown
to Company

N/A

Jun-2019*

5 Week(s}

D-D

As reported by the animal owner, Crispin, a 12 year old male
Domestic Shorthair cat weighing approximately 4 kg (signalment
otherwise unknown) was treated with FRONTLINE SPOT ON CAT
(batch number S21017AW and expiry date JUN 2021) details
unknown, by the animal owner for their cat's flea problem on 18
JUN 2018. The owner reported that they were very disappointed as
the product did not work at all. The owner reported that the product
cost them £20 and that they still have 2 vials left. The owner
reported that they followed the instructions correctly but it had
absolutely no effect on their cat. The owner had to go to their vet
and purchase another product from them which has worked. The
animal owner reports that they treat the animal when he starts
going out hunting in the spring and continues over spring and
summer. The animal owner applies the product as the instructions
on the packet told them to and no people in the house are being
bitten by fleas. The animal spends time indoors and outdoors, all
in-contact animals have been treated, the animal never gets
bathed or goes swimming and the animal owner is seeing many
fleas - more than 5 at the same time. The animal owner has
treated the home with an environmental flea treatment, washed the
pet's bedding at over 60 degrees and regularly vacuumed all areas
that the animal can access. Date of event added for submission

purposes only.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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|
18-Jul-2019  JAE; Species: Feline 1 0 [Product used: N/A Jul-2019* 0 Day(s) D-D As reported by the animal owner, a male cat (signalment otherwise
19UK002252; Breed: Feline FIPRONIL unknown) was treated with FRONTLINE PLUS SPOT ON CAT,
-; United Kingdom  §(unknown} 10%/S batch number and expiry date unknown, details unknown, for many
Sex: M METHOPRENE months by the animal owner for an unknown indication. The animal
Sex qualifier: 12% SPOT ON owner reported that they applied FRONTLINE PLUS to their cat
Unknown Other products this week (estimated as 15 JUL 2019} and noticed his hair has all
Age: - used: no other fallen out on the site of application. The owner has used this
Weight: Unknown products product for many months but this is the first time they have noticed
Route: unknown this side effect. The owner also reported that the cat is well
Was the otherwise but she is concerned.
product used
ok?: Unknown
to Company
18-Jul-2019  UAE; Species: Canine 1 1 0 |Product used: N/A 09-Jul-2019 N/A D-D As reported by the animal owner, a dog (signaiment otherwise
18UK002253; Breed: Canine FIPRONIL SPOT unknown), was treated with FRONTLINE (estimated as
-; United Kingdom  j(unknown} ON DOG FRONTLINE SPOT ON DOG M), batch number and expiry date
Sex: U Other products unknown, details unknown, by the animal owner on 09 JUL 2019
Sex qualifier: used: no other for an unknown indication. The owner reported that they had
Unknown products treated their dog and cats with FRONTLINE but they are still
Age: - Route: unknown scratching and they have seen fleas on their dog. The owner
Weight: Unknown Was the wondered if they could re-treat. This case is linked to case
product used 19UK002254.
ok?: Unknown
to Company
18-Jul-2019  WJAE; Species: Feline 2 2 0 |Product used: N/A 09-Jul-2019 0 Day(s) D-D As reported by the animal owner, 2 cats (estimated, signalment
19UK002254; Breed: Feline FIPRONIL SPOT otherwise unknown}, were treated with FRONTLINE (estimated as
-; United Kingdom  j(unknown} ON CAT FRONTLINE SPOT ON CAT), batch number and expiry date
Sex: U Other products unknown, details unknown, by the animal owner on 09 JUL 2019
Sex qualifier: used: no other for an unknown indication. The owner reported that they had
Unknown products treated their dog and cats with FRONTLINE but they are still
Age: - Route: unknown scratching and they have seen fleas on their dog. The owner
Weight: Unknown 'Was the wondered if they could retreat. This case is linked to case
product used 19UK002253.
ok?: Unknown
to Company
18-Jul-2018  UAE; Species: Canine 1 1 0 |Product used: 27-Jun-2019 18-Jul-2019 3 Week(s) D-D As reported by the animal owner, a 1 year old Staffordshire bull
19UK002255; Breed: FIPRONIL SPOT terrier cross dog, weighing 42 kg (signalment otherwise unknown}
-; United Kingdom  {Staffordshire ON DOG was treated with FRONTLINE SPOT ON (assumed FRONTLINE
Terrier (American) Other products SPOT ON DOG XL, batch number: S21516AX, expiry date: SEP
Sex: U used: no other 2020), administered topically to an unknown site, by the animai
Sex qualifier: products owner on 27 JUN 2019 to treat fleas. The owner asked on 18 JUL
Unknown Route: Topical / 2019 if the product can be applied more frequently than every 4
Age: 1.00 Year(s) Cutaneous weeks. The owner reported that the last application was 3 weeks
\Weight: 42 kg Was the ago and that the dog is having a bit of an itch and scratch and they
product used have seen the odd flea. The owner noticed the eventon 18 JUL
ok?: Yes 2019.
17-Jul-2019  JUAE; Species: Canine 4 4 0 |Product used: N/A 17-Jul-2019 approximately 4 weeks D-D As reported by the owner, via a distributor, 4 dogs (one of the dogs
19UK002257; Breed: Terrier FIPRONIL detailed as Harry a 14 year old, neutered female Jack Russell
- United Kingdom  Y(Jack Russell) 10%/S Terrier dog, weighing approximately 5 kg), were treated with
Sex: F METHOPRENE FRONTLINE PLUS SPOT ON DOGS 8 (batch number: S60812AL
Sex qualifier: 9% SPOT ON and expiry date: 31 MAR 2021) at a dose of 0.67ml, applied to the
Neutered Other products dog's neck by the owner on 08 JUL 2019, administered by the
Age: 14.00 Year(s) used: Indorex; animal’s owner, as preventative care. On 17 JUL 2019
Weight: 5 kg* (approximately 1 month following product administration), the

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)

*indicates Approximate date or weight
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Route: Topical / owner reported to the distributer that Harry and the other 3 dogs
Cutaneous were very itchy with fleas. The fleas had been physically seen on
Was the Harry the other dogs were itching but no fleas had been seen.
product used Harry was more sensitive to fleas than the other dogs and had
ok?: Yes been taken to the vet. The vet suggested that the FRONTLINE
was not working and gave the dog steroid treatment. Harry was
also bathed to soothe the itching. The owners 3 cats were also
treated (with another batch of FRONTLINE PLUS no details were
supplied) but they were fine as they were not in the house as
much. Indorex house spray had been used routinely and the
animals bedding had been hoovered but not washed. On 18 JUL
2019 the owner’s wife reported that the people in the house were
being bitten and all the animais now had lots of fleas. They had
been using FRONTLINE for many years with no problems seen
and had always applied every 4 weeks to all the animals. The
product was very expensive so they had now moved onto
Advocate.
17-Jul-2019  UAE; Species: Feline 3 3 0 [Product used: N/A 18-4ul-2019 10 Day(s} D-D As reported by the owner, via a distributor, 3 cats (signalment
19UK002258; Breed: Feline FIPRONIL otherwise unknown), were treated with FRONTLINE PLUS SPOT
-; United Kingdom  j(unknown} 10%/S ON CATS (batch number and expiry date unknown), administered
Sex: U METHOPRENE by the animal's owner, as preventative care (the owners 3 dogs
Sex qualifier: 12% SPOT ON had also been treated case: 18UK002257). On 17 JUL 2019, the
Unknown Other products owner reported to the distributer that the 3 cats were fine as they
Age: - used: Indorex; were not in the house as much. Indorex house spray had been
Weight: Unknown used routinely and the animals bedding had been hoovered but not
Route: unknown washed. On 18 JUL 2019 the owner's wife reported that the
Was the people in the house were being bitten and all the animals now had
product used lots of fleas. They had been using FRONTLINE for many years
ok?: Unknown with no problems seen and had always applied every 4 weeks to
to Company all the animals. The product was very expensive so they had now
moved onto Advocate.
18-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 19-Aug-2018 Jul-2019* 30 Day(s) D-D As reported by the animal owner, Nessie, an 11.5 year old female
19UK002262; Breed: Spaniel FIPRONIL Welsh Springer Spaniel canine, of unknown weight and condition,
- United Kingdom  }(Welsh Springer) 10%/S was administered FRONTLINE PLUS (assumed FRONTLINE
Sex: F METHOPRENE PLUS SPOT ON DOG M, batch P62213bl expiry AUG 2021,
Sex qualifier: 9% SPOT ON further details unknown) on 18 AUG 2018, 18 MAY 2019 and 19
Unknown Other products JUN 2018 for an unknown indication. The animal cwner reporis
Age: 11.50 Year(s) used: FIPRONIL that they are seeing 2 to 3 fleas a day and have only been seeing
Weight: Unknown SPOT ON DOG; them the last month. The animal does no swimming and is bathed
occasionally. The animal owner reports that humans are not being
Route: unknown bitten, they have not treated the house and it is meticulously clean.
Was the The animal owner has lots of experience with dogs, showing,
product used working and breeding and in the past owning large kennels, and
ok?: Unknown they used to use FRONTLINE (assumed FRONTLINE SPOT ON
to Company DOG M) for years successfully, but they can't get rid of them. The
animal owner also has a cat that is treated with FRONTLINE PLUS
and there are no fleas on the cat. The animal owner reports that
the product is not working in keeping their dog flea free as it has
done in the past over many years. The animal owner added on 20
JUL 2019 that they have seen quite a few fleas on their dog,
around her teats, when they have examined her underside. The
animal owner states that they cannot recall having seen so many
fleas as this ever, especially after using the treatment that has
always in the past kept these critters at bay. The animal owner
reports that the dog is itching a lot. The animal is 14 inches at the
shoulder and is not fat or overweight. They do not have a suitable
scale at home and the vets are shut at weekends and so they

N/A signifies the information for this field is either not available or not applicable
) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM “indicates Approximate date or weight
Report : D.\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

ED_005739D_00014390-00170

Page 163 of 867
v1.2



Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
cannot provide the weights. The animal owner reports that they
have a cat which is on the smallish side of medium (no further
details provided about this animal).
18-Jul-2019  UAE; Species: Feline 2 2 0 |Product used: N/A 2019* N/A D-D As reported by the animal owner, 2 cats (signalment otherwise
19UK002283; Breed: Feline FIPRONIL SPOT unknown), were treated with FRONTLINE SPOT ON CAT (batch
Surrey; United (unknown) ON CAT number and expiry date unknown), administered topically to the
Kingdom Sex: U Other products back of the neck, by the animal owner for many months, applying it
Sex qualifier: used: no other every 4 weeks throughout the winter, spring and summer for an
Unknown products unknown indication. The owner reported that they last applied a
Age: - Route: Topical / pipette to both cats a few weeks ago and then 10 days after that,
Weight: Unknown Cutaneous and they were aware this is probably wrong to do. The owner
Was the reported to be spraying the house, washing bedding and
product used vacuuming. The owner reported that people in the house are being
ok ?: Unknown bitten a bit on the ankles but only when they pick the cats up. The
to Company owner also reported that both cats are indoor cats and that they
believe that the cats are resistant to the product.
18-Jul-2018  JAE; Species: Canine 1 1 1 |Product used: N/A 2019* N/A D-A As reported by the animal owner, a 14.5 year old female canine
19UK002264, Breed: Canine FIPRONIL (signalment otherwise unknown), was administered FRONTLINE
-; United Kingdom  j(unknown} 10%/S PLUS (assumed FRONTLINE PLUS SPOT ON DOG M, batch and
Sex: F METHOPRENE expiry and details unknown) for an unknown indication. The animal
Sex qualifier: 9% SPOT ON owner has lots of experience with dogs, showing, working and
Unknown Other products breeding and in the past owning large kennels, and they used to
Age: 14.50 Year(s) used: FIPRONIL use FRONTLINE (assumed FRONTLINE SPOT ON DOG M) for
Weight: Unknown SPOT ON DOG; years successfully. The animal was recently put to sleep as had
vestibular syndrome. The animal owner also has a cat that is
Route: unknown treated with FRONTLINE PLUS and there are no fleas on the cat.
Was the
product used
ok?: Unknown
to Company
18-Jul-2018  MJAE; Species: Feline 6 3] 0 (Product used: 2019* 2019* N/A D-C As reported by the animal owner, 6 cats, 1 large male British short
19UK002265; Breed: Feline FIPRONIL hair (Caesar), 1 kitten, and 4 others (signalment otherwise
- United Kingdom  (unknown) 10%/S unknown) were treated with FRONTLINE PLUS SPOT ON CAT
Sex: U METHOPRENE (batch number and expiry date unknown), details unknown, by the
Sex qualifier: 12% SPOT ON animal owner on an unknown date for an unknown indication. The
Unknown Other products owner reported that her large male British short hair cat had
Age: - used: no other developed 2 large burns after they used FRONTLINE PLUS SPOT
Weight: Unknown products ON on him. The owner also reported that they had used it in all 6 of
Route: unknown their cats and all still have live fleas which were introduced on a
Was the new kitten. The owner requested a refund for all 6 and comments
product used on Caesar's burns and lack of flea death. Clinical sign start date
ok?: Unknown added for submission purposes only.
to Company
19-J4ul-2019  WUAE; Species: Feline 1 1 0 |Product used: N/A 18-Jul-2019 1 Day(s) D-D As reported by the animal owner, Ashiey a neutered male British
19UK002266; Breed: British FIPRONIL Blue cat, weighing 4 kg and of unknown age and condition was
-, United Kingdom  {Shorthair 10%/8 treated with FRONTLINE PLUS SPOT ON CAT (batch number:
Sex: M METHOPRENE 8413086, expiry date: OCT 2021), administered topically to the back
Sex qualifier: 12% SPOT ON of the neck by the cats owner once a month, all year round, on the
Neutered Other products 17th of each month starting recently for an unknown indication.
Age: - used: FIPRONIL The owner reported that they had only just started using the
Weight: 4 kg SPOT ON CAT; FRONTLINE PLUS, and that before it was the normal FRONTLINE
(estimated as FRONTLINE SPOT ON CAT). The owner reported
Route: Topical / that they were very disappointed in FRONTLINE PLUS. The owner
Cutaneous reported that they had bought it thinking it would be powerful but it
'Was the has been fairly useless in controlling fleas. The owner reported that

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
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Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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product used they comb the cat every day and that they are glad they do
ok ?: Unknown because despite using the FRONTLINE the get live fleas from the
to Company cat's coat. The owner has flea bites too. The owner reported that
for an expensive product it does seem to be ineffective and that
they think their money has been wasted. The owner reported that
they noticed the fleas the day after using the FRONTLINE PLUS.
They reported that their cat is an only pet it is mainly an indoor cat
but does go out occasionally and that the cat does get groomed
but not bathed. The owner vacuums regularly and has lived there
for several years. The owner reported that their home was not flea
infested and that the cat has his FRONTLINE every month and
that they have never had this situation before.
18-Jul-2018  MJAE; Species: Canine 1 1 0 (Product used: 16-Jul-2018 16-4ul-2019 0 Day(s) D-D As reported by the animal owner, a canine (signalment otherwise
19UK002271, Breed: Canine FIPRONIL SPOT unknown} was administered FRONTLINE SPOT ON (assumed
- United Kingdom  {unknown} ON DOG FRONTLINE SPOT ON DOG M, batch and expiry unknown,
Sex: U Other products details unknown) three days ago (16 JUL 2018) for an unknown
Sex qualifier: used: no other indication. The animal owner reports that they purchased the
Unknown products product online. They used the product and it did not work at all.
Age: - Route: unknown The animal owner thinks that it is fake and they are worried as to
Weight: Unknown 'Was the what they have given to their pet dog. The product has been on the
product used dog for three days now. Start date added for submission purposes
ok?: Unknown only.
to Company
19-Jul-2019  JAE; Species: Feline 1 1 0 [Product used: N/A 2019* N/A D-D As reported by the animal owner, a male cat (signalment otherwise
19UK002273; Breed: Feline FIPRONIL unknown), was treated with FRONTLINE PLUS SPOT ON CAT
- United Kingdom  {unknown) 10%/S (batch number and expiry date unknown}, details unknown, by the
Sex: M METHOPRENE animal owner on an unknown date for an unknown indication. The
Sex qualifier: 12% SPOT ON owner reported that they are using FRONTLINE PLUS on their cat
Unknown Other products but he spends a lot of time outdoors and picks up the odd flea so
Age: - used: no other they wish to use a flea collar too and asked whether it is safe to
Weight: Unknown products use a flea collar with FRONTLINE PLUS. Start date of event added
Route: unknown for submission purposes only.
Was the
product used
ok?: Unknown
to Company
20-Jul-2019  UAE; Species: Feline 2 2 0 [Product used: 2019* 2019* 0 Day(s) D-D As reported by the animal owner, an estimated 2 cats (signalment
19UK002276; Breed: Feline FIPRONIL otherwise unknown), were treated with FRONTLINE PLUS SPOT
-; United Kingdom  j(unknown} 10%/S ON CAT (batch number and expiry date unknown), details
Sex: U METHOPRENE unknown, by the animal owner recently for an unknown indication.
Sex qualifier: 12% SPOT ON The owner reported that they have always used regular
Unknown Other products FRONTLINE (estimated as FRONTLINE SPOT ON CAT, batch
Age: - used: FIPRONIL number and expiry date unknown) on their cats and never had a
Weight: Unknown SPOT ON CAT,; problem, but this FRONTLINE PLUS does not work. The owner
reported that they have read the instructions and have
Route: unknown administered it correctly, they have had cats for 11 years and know
Was the what they are doing. The owner reported that they may as well
product used have put water on their cats for the same outcome and they don't
ok ?: Unknown have the money to waste on a product that does not work and will
to Company not use any more of the pipettes. Start date of even added for
submission purposes only.
20-Jul-2019  JUAE; Species: Canine 1 1 0 |Product used: 29-Jun-2019* 20-Jul-2019 3 Week(s) D-D As reported by the animal owner, a dog (signalment otherwise
1SUK002277; Breed: Canine FIPRONIL SPOT unknown), was treated with FRONTLINE (estimated as
-; United Kingdom  j(unknown} ON DOG FRONTLINE SPOT ON DOG M), batch number and expiry date
Sex: U Other products unknown, details unknown, 3 weeks ago (estimated as 29 Jun

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Sex qualifier: used: no other 2019) by the animal owner as a parasiticide. The owner asked how
Unknown products often should FRONTLINE be applied. The owner reported that they
Age: - Route: unknown applied it 3 weeks ago and have just removed a new tick.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
20-Jul-2018  UAE; Species: Canine 1 1 0 [Product used: N/A 20-Jui-2019* 1 Day(s) D-D As reported by the animal owner, a male dog (signalment
19UK002280; Breed: Canine FIPRONIL SPOT otherwise unknown) was treated with FRONTLINE SPOT ON
- United Kingdom  }(unknown) ON DOG (estimated as FRONTLINE SPGOT ON DOG M), batch number and
Sex: M Other products expiry date unknown, details unknown, by the animal owner
Sex qualifier: used: no other estimated as on 19 Jul 2019. The owner reported that they had
Unknown products applied FRONTLINE for their dog's size and yet he is still itching
Age: - Route: unknown 24 hours on.
Weight: Unknown Was the
product used
ok?: Unknown
to Company
21-Ju-2018  JUAE; Species: Canine 3 3 0 (Product used: 12-Jul-2018 12-4ul-2019* 0 Day(s) D-D As reported by the animal owner, 3 Cocker Spaniel dogs
19UK002282; Breed: Spaniel FIPRONIL (Woody-an 11kg Male, Spud a 13kg male, Eva-a 12kg female),
- United Kingdom  }(Cocker) 10%/S were treated with FRONTLINE PLUS SPOT ON DOG M, batch
Sex: X METHOPRENE number and expiry date unknown, details unknown, by the animal
Sex qualifier: 9% SPOT ON owner for an unknown indication on 12 JUL 2019. The owner
Unknown Other products reported that they cleaned their kennels, changed their bedding
Age: - used: and washed it at over 60 degrees Celsius, treated their house with
Weight: 11.000 - FRONTLINE FRONTLINE PETCARE HOMEGARD HOUSEHOLD SPRAY 400
13 kg PETCARE ML and regularly vacuumed all areas the pets can access. The
HOME AND owner reported however that they checked the dogs yesterday (20
ENVIRONMENT Jul 2018} and they are still crawling with fleas. The owner is not
FLEA SPRAY; impressed at all as the product is expensive and they expect them
to work. The owner reported that they treat each of their pets when
Route: Topical / they see fleas and only use the product when it is needed and not
Cutaneous all year round. The owner reported that they applied the product by
Was the following the instructions. They parted the fur and poured onto the
product used skin at the base of the neck. The owner also reported that no
ok?: Yes people in the home are being bitten by the fleas and that the dogs
spend time indoors and outdoors {garden, park), and that al! the
animals that live in the household and in contact animals have
been treated with a flea product. The owner reported that they are
seeing more than 5 fleas at a time on their pets and that their pets
do not go swimming more than once a week, and they do not swim
or bathe within 2 days of product application. The owner has lived
in their house for more than a year.
22-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: N/A 2019* N/A D-D As reported by the animal owner, Otto a German Shepherd dog,
19UK002286; Breed: German FIPRONIL weighing 40 kg (signalment otherwise unknown), was treated with
- United Kingdom  {Shepherd Dog 10%/S FRONTLINE PLUS SPOT ON DOG XL {batch number: R60718,
Sex: U METHOPRENE expiry date: FEB 2020), details unknown, by the animal owner for
Sex qualifier: 9% SPOT ON an unknown indication on an unknown date. The owner reported
Unknown Other products that they live in a rural environment with a high tick burden. The
Age: - used: no other owner was happy that it still stops fleas. The owner reported that it
Weight: 40 kg products had no effect on ticks. The owner reported finding 20 ticks or more
Route: unknown in the first 2 weeks, this time they have counted. They reported that
Was the they got the FRONTLINE at a large online pet store. The owner
product used reported that the ticks were filling with blood, hard to say if
ok ?: Unknown attached more or less than 48 hours. The owner reported that they
to Company take off as soon as they find one and that they are still alive when

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.

Page 166 of 867
v1.2

ED_005739D_00014390-00173



Confidential - Boehringer Ingelheim Animal Health USA Inc. - Distribute and Disclose Only On a Need to Know Basis

Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
removed. The owner found 1 that had dropped off. Start date of
event added for submission purposes only.
22-dul-2019  JUAE; Species: Canine 1 1 0  |Product used: Jun-2019* Jun-2019* N/A D-D As reported by the animal owner, a West Highland Terrier dog
19UK002288; Breed: West FIPRONIL (signalment otherwise unknown) was treated with FRONTLINE
-, United Kingdom  {Highland White 10%/8 PLUS SPOT ON DOG 8 (batch number and expiry date unknown),
Sex: F METHOPRENE details unknown, by the dog's owner in June this year as a
Sex qualifier: 9% SPOT ON prophylactic treatment for fleas. The owner reported that they had
Unknown Other products bought the FRONTLINE PLUS from a large supermarket for their
Age: - used: no other dog. They reported that it is in date as they were sure to check this
Weight: Unknown products on the day of purchase and was the correct dosage for her size
Route: unknown and weight. Since then they have had to use two treatments as it
Was the did not work and they have had to resort to bathing their pet. The
product used owner reported it is now 3 weeks until they have to use the
ok ?: Unknown treatment to protect their dog against fleas and yet again they are
to Company having to bath her again as she has got soc many fleas it is hard to
count how many. The owner is very unhappy with the product as it
is supposed to protect against this happening as long as they keep
up with the treatments which they have.
22-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: 16-Jul-2019 19-Jul-2019* 3 Day(s) D-D As reported by the animal owner, Saffron, a 10 year old Labrador
19UK002301; Breed: Retriever FIPRONIL SPOT retriever, weighing 27 kg and of good health, was treated with
-; United Kingdom  {Labrador ON DOG FRONTLINE SPOT ON DOG L (batch number: 921403AL, expiry
Sex: F Other products date: SEP 2021), administered topically to the back of the neck by
Sex qualifier: used: FIPRONIL the animal owner on 16 JUL 2019 for use as a parasiticide. The
Neutered 10%/8 owner reported that they had a flea problem last year around JUN
Age: 10.00 Year(s) METHOPRENE 2018. They reported that they called and spoke to someone and
Weight: 27 kg 9% SPOT ON; that the situation got better by OCT 2018. They were using
FRONTLINE FRONTLINE PLUS SPOT ON DOG L and FRONTLINE
PETCARE PETCARE HOMEGARD HOUSEHOLD FLEA SPRAY that Bl sent.
HOME AND Last week they noticed a mild infestation on the dog so purchased
ENVIRONMENT FRONTLINE SPOT ON. By Sunday (21 JUL 2018) the fleas had
FLEA SPRAY; gone mad. The owner reported that they groom the dog every 3
days and got around 20 fleas off her today (22 JUL 2019). They
Route: Topical / reported that the dog's skin seems to be getting sore due to the
Cutaneous brushing. The owner reported that they have to confess thought it
'Was the was applied every 3 months so she hasn't had it for a while and its
product used been so warm. They also reported that they have a family of foxes
ok?: No in the garden and the dog likes to sleep where they go. The owner
(Treatment / has had 1 bite on leg. The fleas that are being seen can't seem to
vaccination jump and are easy to catch. The owner reported that they have
program not used HOMEGARD only on the patches the dog sleeps.
respected)
22-dul-2019  JUAE; Species: Feline 1 1 0 |Product used: 2019* 2019* N/A D-C As reported by a Healthcare professional (Vet, Vet Nurse, Doctor),
19UK002303; Breed: Feline FIPRONIL SPOT a4 to 5 week old cat, weighing 0.5 kg (signalment otherwise
Devon; United (unknown) ON CAT unknown), was treated with FRONTLINE SPOT ON CAT, details
Kingdom Sex: U Other products unknown, by an unknown individual, on an unknown date for an
Sex qualifier: used: no other unknown indication. The reporter stated that FRONTLINE SPOT
Unknown products ON used on kitten under 0.5 kg 4-5 weeks old. The kitten is now
Age: 4.00 Week(s) Route: unknown salivating and has diarrhoea and is vomiting. Start date of event
Weight: 0.5 kg Was the added for submission purposes only.
product used
ok?: No
(Overdose)
22-dul-2019  JUAE; Species: Feline 2 2 0  |Product used: N/A Jul-2019* N/A D-D As reported by the animal owner, 2 cats, 1 long haired and 1 short
19UK002304; Breed: Feline FIPRONIL SPOT haired (signalment otherwise unknown), were treated with
-; United Kingdom  jvarious breeds ON CAT FRONTLINE SPOT ON CAT (batch number and expiry date

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
Sex: U Other products unknown), details unknown, by the neighbour of the animal owner
Sex qualifier: used: Bob on an unknown date for an unknown indication. The reporter stated
Unknown Martins Flea that they had used flea spray, Bob Martin before and wondered if
Age: - Spray; that could effect the FRONTLINE. The neighbour reported that the
Weight: Unknown FRONTLINE hadn't killed the fleas and the owners are still seeing
Route: unknown them on the short haired cat, however the neighbour had not seen
Was the fleas them self. The house has been treated with an unknown
product used product. The neighbour also reported that the cats do come into
ok?: Unknown their house too and that they are going to go get a house spray.
to Company Start date of event added for submission purposes only.
22-Jul-2019  JUAE; Species: Feline 2 2 0 |Product used: 15-Jul-2019* 22-4ul-2019 1 Week(s) D-D As reported by the animal owner, 2 cats (signalment otherwise
19UK002308; Breed: Feline FIPRONIL SPOT unknown), were treated with FRONTLINE (estimated as
- United Kingdom  {unknown) ON CAT FRONTLINE SPOT ON CAT), batch number and expiry date
Sex: U Other products unknown, details unknown, by the animal owner for an unknown
Sex qualifier: used: no other indication, estimated to be on 15 JUL 2019. The owner reported
Unknown products that they fleed both cats last week and found fleas again. The
Age: - Route: unknown owner asked whether they can use FRONTLINE again this soon.
Weight: Unknown Was the The owner reported that the house had been done as well.
product used
ok?: Unknown
to Company
22-4ul-2018  UAE; Species: Canine 2 2 0 [Product used: 08-Jul-2019 08-Jul-2019 0 Day(s) D-D As reported by the animal owner, Bonnie and Molly, 2 middle aged,
19UK002310; {Breed: Pug FIPRONIL neutered female, Pug cross Cocker Spaniel dogs of good health
-; United Kingdom  {Sex: F 10%/S (signalment otherwise unknown) were treated with FRONTLINE
Sex qualifier: METHOPRENE PLUS (estimated as FRONTLINE PLUS SPOT ON DOG M), batch
Neutered 9% SPOT ON number and expiry date unknown, details unknown, by the animal
Age: middle aged Other products owner on 08 JUL 2019 as a preventative treatment but they did see
Weight: Unknown used: no other a couple of fleas. The owner reported that they had given the dogs
products FRONTLINE PLUS the previous year but not this year. The owner
Route: Topical / reported that they purchased via a large online retailer this time
Cutaneous and has thrown out the remaining pipettes as it's absolutely
Was the useless and not working whatsoever. The owner is going to go
product used back and use Advocate because that works . The owner reported
ok?: Yes that if anything the product has made the flea issue worse - the
fleas are hyper. The owner was unable to provide the batch
number or any purchase details as thrown everything out.
22-Jul-2019  JUAE; Species: Feline 2 2 0 |Product used: N/A Jun-2019* N/A D-D As reported by the animal owner, 2 cats (signalment otherwise
19UK002311; Breed: Feline FIPRONIL SPOT unknown) were treated with FRONTLINE PLUS SPOT ON CAT
-, United Kingdom  §(unknown) ON CAT (batch number and expiry date unknown), details unknown, by the
Sex: U Other products animal's owner in June and July 2019 for an unknown indication.
Sex qualifier: used: FIPRONIL The owner reported that they have been a regular user of
Unknown 10%/S FRONTLINE for their 2 cats and 2 dogs for a number of years. The
Age: - METHOPRENE owner changed to FRONTLINE PLUS when it was introduced as
Weight: Unknown 12% SPOT ON; the standard product was becoming less effective. The owner
reported that they live in a rural location and the animals through
Route: unknown self hunting invariably pick up fleas. They reported that
Was the unfortunately the last 2 applications JUN 2019 and JUL 2019 of
product used FRONTLINE PLUS has been totally ineffective and the volume of
ok?: Unknown fleas has been vast. The owner therefore resorted to buying a
to Company product from their vet which has worked. The owner also wished to
mention that they have also defleed their house with Indorex. The
owner is very unhappy about a product which is proving completely
ineffective and they feel unable to use the product in the future .
This case is linked to case 19UK002312.

N/A signifies the information for this field is either not available or not applicable

Report printed on 25-0Oct-2019 at 8:39:59PM

Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
*indicates Approximate date or weight
Report : D:\Assured\crystaI_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy
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legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.

Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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22-Ju-2018  UAE; Species: Canine 2 2 0 (Product used: N/A Jun-2019* N/A D-D As reported by the animal owner, 2 dogs (signalment otherwise
19UK002312; Breed: Canine FIPRONIL SPOT unknown} were treated with FRONTLINE PLUS (estimated as
-, United Kingdom  §(unknown) ON DOG FRONTLINE PLUS SPOT ON DOG M, batch number and expiry
Sex: U Other products date unknown), details unknown, by the animal's owner in June
Sex qualifier: used: FIPRONIL and July 2019 for an unknown indication. The owner reported that
Unknown 10%/S they have been a regular user of FRONTLINE (estimated as
Age: - METHOPRENE FRONTLINE SPOT ON DOG M) for their 2 cats and 2 dogs fora
Weight: Unknown 9% SPOT ON; number of years. The owner changed to FRONTLINE PLUS when
Indorex; it was introduced as the standard product was becoming less
effective. The owner reported that they live in a rural location and
Route: unknown the animals through hunting invariably pick up fleas. They reported
Was the that unfortunately the last 2 applications JUN 2019 and JUL 2019
product used of FRONTLINE PLUS has been totally ineffective and the volume
ok ?: Unknown of fleas has been vast. The owner therefore resorted to buying a
to Company product from their vet which has worked. The owner had also
defleed their house with Indorex. The owner is very unhappy and
they feel unable to use the product in the future. This case is linked
to case 19UK002311.
23-Ju-2018  UAE; Species: Canine 1 1 0 (Product used: 16-Jul-2018 23-Jui-2019* 1 Week(s} D-D As reported by the animal owner, a dog (signalment otherwise
19UK002313; Breed: Canine FIPRONIL SPOT unknown} was treated with FRONTLINE SPOT ON DOG
-, United Kingdom  §(unknown) ON DOG (estimated as FRONTLINE SPOT ON DOG M), batch number and
Sex: U Other products expiry date unknown, details unknown, by the animal owner a
Sex qualifier: used: no other week ago (estimated as 16 JUL 2019) for an unknown indication.
Unknown products The owner reported that the spot on is not working at all. The
Age: - Route: unknown owner put it on a week ago and the dog still has fleas. On 24 JUL
Weight: Unknown Was the 2019 the owner reported they are hoping they have sorted the
product used problem.
ok?: Unknown
to Company
23-Jul-2019  UAE; Species: Canine 2 2 0 [Product used: N/A 22-Jul-2019 8 Day(s) D-D As reported by the animal owner, Maggie, a 5 year old female
19UK002323; {Breed: Boxer FIPRONIL boxer dog, weighing 23 kg and of good health (signalment
-; United Kingdom  {Sex: F 10%/S otherwise unknowny), and Peggie, a 1 year old female boxer dog,
Sex qualifier: METHOPRENE weighing 23 kg and of good health (signalment otherwise
Unknown 9% SPOT ON unknown), were treated with FRONTLINE PLUS SPOT ON DOG L
IAge: 1.00 Year(s) Other products (batch number and expiry date unknown} and FRONTLINE SPOT
Weight: 23 kg used: FIPRONIL ON DOG L (batch number and expiry date unknown), both
SPOT ON DOG; correctly administered topically to the back of the neck, every 4
SureKills; weeks, by the animal owner with the last application 9 days ago
(14 JUL 2019} as a prophylactic flea treatment. The animal owner
Route: Topical / reported that they applied FRONTLINE to the dogs {one has the
Cutaneous plus and the other has Spot On} 8 days ago, previous to this every
Was the 4 weeks, seeing fleas. The owner took off 10 live fleas yesterday
product used and reported that no one in the house is being bitten. The owner
ok?: Yes has sprayed the house with SureKills, has been vacuuming
everywhere and washed bedding.
23-Jul-2018  UAE; Species: Canine 2 2 0 [Product used: 20-Jul-2019 20-Jui-2019* 0 Day(s) D-D As reported by the animal owner, Ellis, a female goiden retriever
19UK002324, Breed: Canine FIPRONIL weighing 28 kg (signaiment otherwise unknown) and Berry, a
-; United Kingdom  jvarious breeds 10%/S female Flat Coat Retriever also weighing 28 kg (signalment
Sex: F METHOPRENE otherwise unknown) were treated with FRONTLINE PLUS SPOT
Sex qualifier: 9% SPOT ON ON DOG L (batch number and expiry date unknown} details
Unknown Other products unknown, by the animal owner on 20 JUL 2019 for an unknown
Age: - used: Advocate; indication. The owner reported that they were on monthly treatment
Weight: 28 kg indorex; of Advocate and after 3 weeks they had quite a bad infestation of
RIP flea spray; fleas. A friend of the owner recommended FRONTLINE PLUS. The
owner used an insecticidal shampoo before FRONTLINE PLUS
Route: unknown application and 2 days after application used a normal shampoo.

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).
Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Occurrence H * *
Was the The owner also sprayed the house with Indorex and RIP Flea
product used Spray. The owner went through with a flea comb and they are still
ok?: Unknown quite badly infested, with 10 fleas on the Golden retriever and 30+
to Company on the Flat Coat. The owner reported that no one at home was
being bitten and that the dogs stay on tiled area. The owner lives in
arural area, walks in woods, and there are hundreds of Rabbits
around. The owner has a paddock too. Clinical sign start date
added for submission purposes only.
23-Jul-2019  UAE; Species: Canine 2 2 0 [Product used: N/A 20-Jul-2019* 0 Day(s) D-D As reported by an external customer service advisor and the
19UK002328; Breed: Canine FIPRONIL animal owner, Sky, a 5 year old female Husky dog, weighing 44 kg,
-; United Kingdom  {Other 10%/S health status unknown, and Thunder, a 4 year old male Husky dog,
Sex: X METHOPRENE weighing 42 kg, health status unknown, were treated with
Sex qualifier: 9% SPOT ON FRONTLINE PLUS SPOT ON DOG XL (batch number: R6150AR,
Unknown Other products expiry date: JUN 2020), administered in between the dogs
Age: 4.00 Year(s) used: no other shoulder blades and on their lower backs, by the animal owner on
Weight: 42 - 44 kg products 20 JUL 2019 for an unknown indication. The customer service
Route: Topical / advisor first reported that a customer of theirs had reported a
Cutaneous possible lack of efficacy with some FRONTLINE PLUS and that the
Was the customer advised that when applied the product did not smeli like
product used it normally does. The animal owner then reported that the first two
ok?: No (Others) pipettes worked on their two dogs, they put the second on the dogs
on Saturday 20 JUL 2019. They reported that their dogs are still
scratching and chewing themselves, also there didn't seem to be
any odour when they applied it so they opened one of the last two
and couldn't smell anything so they thought this must be a faulty
batch. The owner then reported that they treat the dogs all year
round, applying the FRONTLINE last on 20 APR 2018, 19 MAY
2019, 22 JUN 2019, and 20 JUL 2019. They reported that they
started using pipettes from batch R6150AR on 22 JUN 2019. They
also reported that their pets spend time indoors and outdoors and
are never bathed or go swimming. The owner clarified that they
haven't seen fleas but there is flea dirt/evidence of fleas in their
dog's fur. The owner has lived in their house for more than a year
and reported that they have treated their house with an
environmental flea spray, washed their pets bedding at over 60
degrees Celsius and regularly vacuum all areas that the pets can
access.
UPDATE 06 AUG 2019: Batch number confirmed at R61508AR
expiry JUN 2020.
On 29 AUG 2018 QA results were received. Investigation
completed for FIPRONIL 10%/S METHOPRENE 9% SPOT ON
Lot R61508AR, expiry 2020-06-30. Case
25-Jui-2018  UAE; Species: Canine 2 2 0 (Product used: N/A 2019* N/A D-D As reported by the animal owner, approximately 2 dogs
19UK002338; Breed: Canine FIPRONIL SPOT (signalment otherwise unknown), were treated with FRONTLINE
-, United Kingdom  §(unknown) ON DOG SPOT ON (estimated as FRONTLINE SPOT ON DOG M), batch
Sex: U Other products number and expiry date unknown, details unknown, by the animal
Sex qualifier: used: no other owner, on an unknown date for an unknown indication. The owner
Unknown products reported that they put FRONTLINE SPOT ON on their dogs last
Age: - Route: unknown weekend and he can still see fleas on the dogs. The owner also
Weight: Unknown Was the thinks his house wasn't treated properly, and confirmed he has a
product used home infestation. The owner reported that the FRONTLINE isn't
ok?: Unknown doing what it should do and keeping the fleas away from the dogs.
tc Company Start date of event added for submission purposes only.
26-Jdul-2019  JUAE; Species: Feline 2 2 0 |Product used: N/A Jul-2019* 19 Day(s}) D-D As reported by the animal owner, 2 cats in good health (signalment
19UK002348; Breed: Feline FIPRONIL otherwise unknown), were treated with FRONTLINE PLUS SPOT
-; United Kingdom  §(unknown} 10%/S ON CATS (batch number: 84 1113AW, expiry date: AUG 2021),

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Sex: U METHOPRENE correctly administered topically to the back of the neck, by the
Sex qualifier: 12% SPOT ON animal owner, every 4 weeks religiously without gaps all year
Unknown Other products round, with the last application 2 weeks ago (estimated as 12 JUL
Age: - used: no other 2019). The animal owner reported that they still have a flea
Weight: Unknown products infestation. The owner has treated the house and bedding etc. and
Route: Topical / reported that they have loads of flea bites 40-50 bites. Clinical sign
Cutaneous start date added for submission purposes only.
Was the
product used
ok?: Yes
26-Jul-2018  UAE; Species: Feline 1 1 0 (Product used: N/A 2019* N/A D-D As reported by the animal owner, a cat (signalment otherwise
19UK002352; Breed: Feline FIPRONIL unknown}), was treated with FRONTLINE PLUS (assumed
-, United Kingdom  §(unknown) 10%/S FRONTLINE PLUS SPOT ON CAT), batch number and expiry date
Sex: U METHOPRENE unknown), details unknown, by the animal owner, on an unknown
Sex qualifier: 12% SPOT ON date, for an unknown indication. The owner reported that they have
Unknown Other products used FRONTLINE (assumed FRONTLINE SPOT ON CAT) for
Age: - used: FIPRONIL years, but stopped for a while due to it becoming no longer
Weight: Unknown SPOT ON CAT,; effective and started again when FRONTLINE PLUS became
available. The owner stated that the last 2 batches of FRONTLINE
Route: unknown they had purchased and used have failed to do what they are
Was the meant to do, and that their poor cat has caught fleas, and even
product used following full house application and fresh application. The
ok ?: Unknown FRONTLINE is just proving very ineffective. The owner reported
tc Company that maybe for FRONTLINE PLUS those pesky fleas are just
bothered by the old formula. Start date of event added for
submission purposes only.
26-Jul-2019  UAE; Species: Feline 3 3 0 [Product used: 26-Apr-2019* Jul-2019* 5 Day(s) D-D As reported by the animal owner, 3 cats (signalment otherwise
19UK002359; Breed: Feline FIPRONIL unknown), were treated with FRONTLINE PLUS SPOT ON CAT
-; United Kingdom  j(unknown} 10%/S (batch number and expiry date unknown), details unknown, by the
Sex: U METHOPRENE animal owner for the last 3 months, for an unknown indication. The
Sex qualifier: 12% SPOT ON owner reported that they have 3 cats who have recently developed
Unknown Other products fleas and that they were advised to use FRONTLINE PLUS as this
Age: - used: would protect their home too. The owner has now used all 3
Weight: Unknown FRONTLINE months pipettes and their cats are still scratching. The owner
PETCARE reported that they also meticulously treated their home with the
HOME AND FRONTLINE HOME SPRAY (FRONTLINE PETCARE
ENVIRONMENT HOMEGARD HOUSEHOLD FLEA SPRAY), moved furniture and
FLEA SPRAY; hoovered skirting boards and yet the owner and their daughter
have still sustained flea bites.
Route: unknown
Was the
product used
ok?: Unknown
to Company
27-4ui-2019  UAE; Species: Feline 1 1 0 |Product used: N/A Jul-2019* 4 Day(s) D-D As reported by the animal owner, Perry a male cat aged 5 years
19UK002361; Breed: Feline FIPRONIL and weighing 5 kg (signalment otherwise unknown), was treated
-; United Kingdom  j(unknown} 10%/8 with FRONTLINE PLUS SPOT ON CATS (batch number
Sex: M METHOPRENE S41113AW expiry date AUG 2021}, topically to the back of the
Sex qualifier: 12% SPOT ON neck and in between the shoulder blades by the animal owner on
Unknown Other products 01 JUL 2019, 04 JUL 2019, 27 JUL 2019 and 10 JUN 2018 as a
Age: 5.00 Year(s) used: parasiticide. The animal owner reported that they noticed flea bites
Weight: 5 kg FRONTLINE on their ankles in JUL 2019 then fleas became visible around the
PETCARE home, but they only saw up to 5 but decided to take the following
HOME AND action as they have children in the home. They put FRONTLINE
ENVIRONMENT PLUS on their cat on the above dates, and although advised to do
FLEA SPRAY; it just once they continued to find live fleas on him after brushing

N/A signifies the information for this field is either not available or not applicable

) Sex Codes: M = Male, U = Unknown, Mixed = Mixed population — male(s) and female(s)
Report printed on 25-0Oct-2019 at 8:39:59PM *indicates Approximate date or weight

Report : D:\Assured\crystal_reports\EPAreport.p2.4.rpfn accordance with global BIAH policy, legal requirements, and regulations, BIAH records all adverse events (AE).

Collection of an AE report does not constitute an admission by BIAH that out product caused or contributed to the AE.
Confounding factors such as concurrently administered drugs, environmental factors, and medical history of the animal must be considered when evaluating AE reports.
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Date case Case type; Case Patient 2 E Product(s) Product Start Date Time to Onset EPA Code Event Narrative
Received Reference; State & e - Date Reaction
and Country of g g 2 Started
Occurrence H * *
daily. They applied it following advice on the web site. The owner
Route: Topical / also sprayed their home with FRONTLINE HOMEGARD over 01
Cutaneous JUL 2019 to 02 JUL 2019 using 2 full size cans. Since then the
Was the owner has hoovered daily as advised then reduced to every
product used second day. The cat alsc now wears a flea collar and his bedding
ok?: No has been washed at 60 degrees on 3 occasions since they
(Treatment / sprayed. The cat hasn't been allowed in the main living areas. The
vaccination owner also bought a flea lamp but have caught only one with it.
program not The owner reported that they continue to find fleas, for exampie 2
respected) on the owner's arms on Thursday evening and one on the back of
their toddler's neck this morning. The owner brushed the cat last
night and discovered a flea which is why they reapplied the
FRONTLINE again today. The cat is treated with the product
monthly and this continues year-round. The animal owner first
noticed the fleas in JUN 2019 as they found bite marks on
themselves and identified the fleas from the cat via a comb in JUL
2019. People in the home are being bitten by fleas, the cat is an
indoor and outdoor cat, only one animal is in the house, the animal
owner sees occasional fleas, the cat is never bathed and never
goes swimming, the animal owners have lived in their
27-Jul-2019  UAE; Species: Feline 2 2 0 [Product used: 23-Jui-2019 27-Jul-2019 4 Day(s) D-D As reported by the animal owner, 2 cats (signalment otherwise
19UK002363; Breed: Feline FIPRONIL unknown), were freated with FRONTLINE PLUS SPOT ON CAT
-; United Kingdom  j(unknown} 10%/S (batch number and expiry date unknown), administered topically to
Sex: U METHOPRENE the back of the neck, by the animal owner on 23 JUL 2019 as a
Sex qualifier: 12% SPOT ON parasiticide. The owner reported that as per instructions, they
Unknown Other products applied FRONTLINE PLUS to each of their 2 cat's necks on
Age: elderly used: no other Tuesday (23 JUL 2019) afternoon. As of today (27 JUL 2019), both
Weight: Unknown products cats are still infested with fleas, with absolutely no sign of any dead
Route: Topical / or dying, as they have previously witnessed during early treatment.
Cutaneous The owner reported that not only have they put both their elderly
Was the cats at risk with ineffective chemicals, they now have to subject
product used them to a veterinarian visit to get a treatment that will work. The
ok ?: Unknown owner wished to clarify that their cats came with them to the UK a
to Company year ago, having lived in Australia flea free for several years
previously. The cats have never been treated with FRONTLINE
before and all previous similar treatments have had immediate
success.
27-Jul-2019  UAE; Species: Canine 1 1 0 [Product used: N/A Jul-2019* N/A D-D As reported by the animal owner, a male dog (signalment
19UK002364; Breed: Canine FIPRONIL otherwise unknownj), was treated with FRONTLINE PLUS
- United Kingdom  {unknown) 10%/S (estimated as FRONTLINE PLUS SPOT ON DOG M), details
Sex: M METHOPRENE unknown, by the animal owner, on an unknown date, for an
Sex qualifier: 9% SPOT ON unknown indication. The owner reported that their dog currently
Unknown Other products has fleas and they are already using FRONTLINE PLUS to treat
Age: - used: no other him. The owner also got some Beaphar Dog Flea Shampoo which
Weight: Unknown products contains Pyrethrum extract and Piperony! Butoxide, and the
Route: unknown shampoo says it can be used every 7 days. The owner was unsure
'Was the whether they could use the FRONTLINE PLUS and the shampoo
product used at the same time. Start date of event added for submission
ok ?: Unknown purposes only.
to Company
29-Jul-2019  UAE; Species: Canine 2 2 0 [Product used: N/A 2019* N/A D-D As reported by the animal owner, two 11 month old Miniature